Message

From: Walls, Michael [Michael_Walls@americanchemistry.com]
Sent: 4/23/2018 7:27:19 PM

To: Baptist, Erik [Baptist.Erik@epa.gov]

Subject: ACC Comments

Attachments: ACC Comments on New Chemicals Review Program implementation 1-19-2018.pdf; ACC Comments - Not Likely to
Present Table.xlsx; ACC Comments - SNUR Table.xlsx; ACC Comments on New Chemicals Review Program Under
TSCA as Amended final 20170117.pdf

Erik, here are the comments we’ve filed with the Agency on Section 5. Please let me know if you have any
questions. Mike

- This message may contain confidential information and is intended
only for the individual named. If you are not the named addressee do not disseminate, distribute or copy this
email. Please notify the sender immediately by email if you have received this email by mistake and delete this
email from your system. E-mail transmission cannot be guaranteed to be secure or error-free as information
could be intercepted, corrupted, lost, destroyed, arrive late or incomplete, or contain viruses. The sender
therefore does not accept liability for any errors or omissions in the contents of this message which arise as a
result of email transmission. American Chemistry Council, 700 — 2nd Street NE, Washington, DC 20002,
www.americanchemistry.com
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Date of 'Not Likely to Present an

Number of Days to Not Likely

Number of Days to Not Likely

PMN Notice Federal Register

Not Likely Determination Federal

PMN # Chemical Name CAS Number PMN Submitter Name Date PMN Filed EPA Review Start Date o S Determination From Date PMN Determination From Review Start Basis for Action o ! . o .
Unreasonable Risk! Determination i Bl Citation and Link Register Citation and Link
P-17-0293 Substituted carbomonocycle, Not available |Allnex USA, Inc. April 24, 2017 April 24, 2017 July 21, 2017 88 88 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 31598 (July 7, 2017) 82 FR47731 (October 13, 2017)
polymer with substituted health hazard and low environmental hazard. TSCA section 5(a}(3)(C). The chemical must
carbonomoncycles, alkyl be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
substituted- alkanediols, CFR §723.250(e}(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). |R-2017-07-07/pdf/2017-14326.pdf |R-2017-10-13/pdf/2017-22249.pdf
alkanediol, alkanedioic acid, and
dialkylene glycol
P-17-0266 Alcohols, C12-13-branched and  |2041102-78-5 |Sasol Chemicals (USA) LLC March 22, 2017 March 22, 2017 July 27,2017 127 127 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 26681 (June 8, 2017} 82 FR 47731 (October 13, 2017)
linear, dimerized health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2017-06-08/pdf/2017-11933.pdf |R-2017-10-13/pdf/2017-22249.pdf
P-17-0264 Alkanoic acid, 2-alkyl-, substituted |[Not available |Allnex USA Inc March 22, 2017 March 22, 2017 June 29, 2017 99 99 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 26681 (June 8, 2017) 82 FR 37215 (August 9, 2017)
alkyl ester, polymer with alkyl health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
alkenoate, substituted be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
carbomonocycle, substituted CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250{(b). |R-2017-06-08/pdf/2017-11933.pdf |R-2017-08-09/pdf/2017-16824.pdf
alkyl alkenoate and alkyl
substituted alkenoate,
substituted alkanenitrile-initiated
P-17-0255 Carbomonocyclic dicarboxylic Not available |KAO Specialties Americas LLC |March 14, 2017 March 14, 2017 June 7, 2017 85 85 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 26681 (June 8, 2017) 82 FR 37215 (August 9, 2017)
acid, polymer with health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
carbomonocyclic dicarboxylic https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
acid, alkanedioic acid, alkenedioic R-2017-06-08/pdf/2017-11933.pdf |R-2017-08-09/pdf/2017-16824.pdf
acid, substituted
dioxoheteropolycyclic,
substituted
dioxoheteropolycyclic,
alkanedioic acid, alkoxylated
alkylidene dicarbomonocycle and
alkoxylated alkylidene
dicarbomonocycle, ester
P-17-0256 Carbopolycyclic dicarboxylic acid, |Not available |KAQO Specialties Americas LLC |March 14, 2017 March 14, 2017 May 18, 2017 65 65 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 26681 (June 8, 2017) 82 FR 34942 (July 27, 2017)
dialkyl ester, polymer with dialkyl health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
carbomonocyclic diester, dialkyl be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
substituted carbomonocyclic CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). |R-2017-06-08/pdf/2017-11933.pdf |R-2017-07-27/pdf/2017-15735.pdf
diester alkali metal salt and
alkanediol
P-17-0246 Polycarbonate polyol Not available |CBI February 28, 2017 February 28, 2017 May 11, 2017 72 72 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 21996 (May 11, 2017) 82 FR 34942 (luly 27, 2017)
health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2017-05-11/pdf/2017-09559.pdf |R-2017-07-27/pdf/2017-15735.pdf
P-17-0237 1,6,10-Dodecatriene, 7,11- 2007163-33-7 |CBI February 23, 2017 February 23, 2017 May 19, 2017 85 85 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 21996 (May 11, 2017) 82 FR 34942 (July 27, 2017)
dimethyl-3-methylene-, (GE)-, health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
homopolymer, hydrogenated, 2- https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
hydroxyethyl-terminated R-2017-05-11/pdf/2017-09559.pdf |R-2017-07-27/pdf/2017-15735.pdf
P-17-0238 1,6,10-Dodecatriene, 7,11- 1912453-88-3 |CBI February 23, 2017 February 23, 2017 May 19, 2017 85 85 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 21996 (May 11, 2017) 82 FR 34942 (luly 27, 2017)
dimethyl-3-methylene-, (6E)-, health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
homopolymer, 2-hydroxypropyl- https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
terminated, hydrogenated R-2017-05-11/pdf/2017-09559.pdf |R-2017-07-27/pdf/2017-15735.pdf
P-17-0014 Fatty acids, C8-10, mixed esters  |None Santolubes Manufacturing  |February 10, 2017 February 6, 2017 March 13, 2017 31 35 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 21996 (May 11, 2017) 82 FR 31060 (July 5, 2017)
with C18-unsatd. fatty acid Lic health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
dimers and .alpha.-hydro-.omega.1 https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
hydroxypoly(oxy-1,4-butanediyl) R-2017-05-11/pdf/2017-09559.pdf |R-2017-07-05/pdf/2017-14084.pdf
P-17-0227 2-Alkenoic acid, 2-alkyl-, alkyl Not available |CBI February 1, 2017 February 1, 2017 April 27,2017 85 85 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 21996 (May 11, 2017) 82 FR 35944 (August 2, 2017)
ester, polymer with 2-alkyl 2- health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
propenoate and -(2-alkyl-1-oxo-2- be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |hitps://www.gpo.gov/fdsys/pkg/F
alken-1-yl--alkoxypoly(oxy-1,2- CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250{(b). |R-2017-05-11/pdf/2017-09559.pdf |R-2017-08-02/pdf/2017-16275.pdf
alkanediyl), ester with -2-alken-1-
yl--hydroxypoly{oxy-1,2-
alkanediyl)
P-17-0219 Polyester of aliphatic glycols and |Not available |CBI January 27, 2017 January 1, 2017 July 14, 2017 168 194 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13992 (March 16, 2017) 82 FR 47731 (October 13, 2017)
aromatic diacids health hazard and low environmental hazard. TSCA section 5(a}(3)(C). The chemical must
be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
CFR §723.250{e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). [R-2017-03-16/pdf/2017-05287.pdf |R-2017-10-13/pdf/2017-22249.pdf
P-17-0207 2-alkenoic acid, 2 alkyl, 2 alkyl Not available |CBI January 23, 2017 January 1, 2017 May 18, 2017 115 137 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13992 (March 16, 2017) 82 FR 34942 (luly 27, 2017)

ester, polymer with alkyl
alkenoate, carbomonocyle, alkyl
alkenoate and alkyl alkenoate,
alkyl peroxide initiated

health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
be manufactured such that it meets the polymer exemption criteria as described under 40

CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b).

https://www.gpo.gov/fdsys/pkg/F
R-2017-03-16/pdf/2017-05287.pdf

https://www.gpo.gov/fdsys/pkg/F
R-2017-07-27/pdf/2017-15735.pdf
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P-16-0592 Fatty acids, C8-10, diesters with  |None Santolubes Manufacturing, {lanuary 23, 2017 January 23, 2017 March 13, 2017 49 49 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13992 (March 16, 2017) 82 FR 31060 (July 5, 2017)
.alpha.-hydro-.omega.- LLC health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
hydroxypoly(oxy-1,4-butanediyl) https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2017-03-16/pdf/2017-05287.pdf |R-2017-07-05/pdf/2017-14084.pdf
P-17-0215 Copolymer of alpha-olefin and Not available |Clariant Corporation January 16, 2017 January 16, 2017 March 13, 2017 56 56 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13992 (March 16, 2017) 82 FR 31060 (July 5, 2017)
dibuty! maleate health hazard and low environmental hazard. TSCA section 5{(a)(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www .gpo.gov/fdsys/pkg/F
R-2017-03-16/pdf/2017-05287.pdf |R-2017-07-05/pdf/2017-14084.pdf
P-17-0214 2-Propenoic acid, polymer with  |Not available |Clariant Corporation January 16, 2017 January 16, 2017 March 13, 2017 56 56 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13992 (March 16, 2017) 82 FR 31060 (July 5, 2017)
alkene and alkenyl acetate, alkyl 24 health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
alkyl isoalkyl esters https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2017-03-16/pdf/2017-05287.pdf |R-2017-07-05/pdf/2017-14084.pdf
P-17-0194 Hydrogenated dihalo dialkyl Not available |CBI January 4, 2017 January 1, 2017 March 13, 2017 68 71 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13992 (March 16, 2017) 82 FR 31060 (July 5, 2017)
diindolotriphenodioxazine, health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
dihydrodisubstituted isoindolyl https://www.gpo.gov/fdsys/pkg/F |https://www .gpo.gov/fdsys/pkg/F
alkyl derivs R-2017-03-16/pdf/2017-05287.pdf |R-2017-07-05/pdf/2017-14084.pdf
P-17-0190 Butanoic acid, 3-oxo-, 2-[(2- Not available |CBI December 26, 2016 |December 26, 2016 September 6, 2017 254 254 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13339 (March 10, 2017) Information not found
methyl-1-oxo-2-propen-1- health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
yl)oxylethyl ester, polymer with https://www.gpo.gov/fdsys/pkg/F
cycloalkyl 2-methyl-2- R-2017-03-10/pdf/2017-04772.pdf
propenoate, ethenylbenzene, 2-
ethylhexyl 2- propenoate, methyl
2-methyl-2-propenocate and 2-
methylpropyl 2-methyl-2-
propenoate
P-17-0185 Fatty acids, C18-unsatd., dimers, |Not available [CBI December 20, 2016 |December 30, 2016 February 13, 2017 55 45 The chemical substance is not likely to present an unreasonable risk based on low human 82 FR 13339 (March 10, 2017) 82 FR 19046 (April 25, 2017)
hydrogenated, polymers with C18- health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
unsatd. fatty acid trimers, https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
alkylenediamine and R-2017-03-10/pdf/2017-04772.pdf |R-2017-04-25/pdf/2017-08246.pdf
hydroxyalkanoic acid
P-17-0158 Perylene bisimide Not available |Dayglo Color Corp November 30, 2016 |[November 30, 2016 February 13, 2017 75 75 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 91162 (December 16, 2016) |82 FR 19046 (April 25, 2017)
health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-12-16/pdf/2016-30325.pdf |R-2017-04-25/pdf/2017-08246.pdf
P-17-0144 Amines, C36-alkylenedi-, 2020378-57-6 |CBI November 18, 2016 |[November 18, 2016 January 18, 2017 61 61 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 91162 (December 16, 2016) |82 FR 19046 (April 25, 2017)
polymers with octahydro-4,7- health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
methano-1H- https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
indenedimethanamine and R-2016-12-16/pdf/2016-30325.pdf |R-2017-04-25/pdf/2017-08246.pdf
pyromellitic dianhydride,
maleated
P-17-0117 1,6,10-Dodecatriene, 7,11- 1898242-86-8 |CBI November 17, 2016 |November 17, 2016 July 24, 2017 249 249 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 91162 (December 16, 2016) |82 FR47731 (October 13, 2017)
dimethyl-3-methylene-, (GE)-, health hazard and low environmental hazard. TSCA section 5(a}(3)(C). The chemical must
homopolymer, 2-hydroxypropyl- be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F | https://www.gpo.gov/fdsys/pkg/F
terminated CFR §723.250(e})(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). |R-2016-12-16/pdf/2016-30325.pdf |R-2017-10-13/pdf/2017-22249.pdf
P-17-0118 1,6,10-Dodecatriene, 7,11- 2007163-32-6 |CBI November 17,2016 |November 17, 2016 July 24, 2017 249 249 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 91162 (December 16, 2016) |82 FR47731 (October 13, 2017)
dimethyl-3-methylene-, (6E}-, health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
homopolymer, 2-hydroxyethyl- be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
terminated CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). |R-2016-12-16/pdf/2016-30325.pdf |R-2017-10-13/pdf/2017-22249.pdf
P-17-0112 1,4-Benzenedicarboxylic acid, 84191-80-0 CBI November 16, 2016 |[November 11, 2016 July 6, 2017 232 237 The chemical substance is not likely to present an unreasonable risk based on low human 81FR 91162 (December 16, 2016) |82 FR47731 (October 13, 2017)
polymer with hexanedioic acid health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
and 1,6-hexanediol be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |hitps://www.gpo.gov/fdsys/pkg/F
CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250{(b). |R-2016-12-16/pdf/2016-30325.pdf |R-2017-10-13/pdf/2017-22249.pdf
P-17-0008 Modified 1,3- Not available |CBI November 2, 2016 November 2, 2016 March 30, 2017 148 148 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 91162 (December 16, 2016) |82 FR 31060 (luly 5, 2017)
isobenzofurandione, polymer health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
with 1,2-ethanediol, 2-ethyl-2- https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
(alkoxyalkyl)-1,3-propanediol and R-2016-12-16/pdf/2016-30325.pdf |R-2017-07-05/pdf/2017-14084.pdf
1,3-Isobenzofurandione,
alkanoate
P-17-0016 Hydroxyl alkyl acrylate ester, Not available |CBI October 27, 2016 October 25, 2016 December 19, 2016 53 55 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) |82 FR 19044 (April 25, 2017)

polymer with acrylates, aromatic
vinyl monomer, cycloaliphatic
lactone, and alkyl carboxylic acid,
peroxide initiated

health hazard and low environmental hazard. TSCA section 5(a}(3)(C).

https://www.gpo.gov/fdsys/pkg/F
R-2016-11-28/pdf/2016-28568.pdf

https://www.gpo.gov/fdsys/pkg/F
R-2017-04-25/pdf/2017-08250.pdf
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P-17-0017 Hydroxyl alkyl acrylate ester, Not available |CBI October 27, 2016 October 25, 2016 December 19, 2016 53 55 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) |82 FR 19044 (April 25, 2017)
polymer with acrylates, aromatic health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
vinyl https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
monomer, cycloaliphatic lactone, R-2016-11-28/pdf/2016-28568.pdf |R-2017-04-25/pdf/2017-08250.pdf
and alkyl carboxylic acid, peroxide
initiated
P-17-0018 Hydroxyl alkyl acrylate ester, Not available |CBI October 27, 2016 October 25, 2016 December 19, 2016 53 55 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) |82 FR 19044 (April 25, 2017)
polymer with acrylates, aromatic health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
vinyl monomer, cycloaliphatic https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
lactone, and alkyl carboxylic acid, R-2016-11-28/pdf/2016-28568.pdf |R-2017-04-25/pdf/2017-08250.pdf
Azobis|aliphatic nitrile] initiated
P-17-0019 Hydroxyl alkyl acrylate ester, Not available |CBI October 27, 2016 October 25, 2016 December 19, 2016 53 55 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) |82 FR 19044 (April 25, 2017)
polymer with acrylates, aromatic health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
vinyl monomer, cycloaliphatic https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
lactone, and alkyl carboxylic acid, R-2016-11-28/pdf/2016-28568.pdf |R-2017-04-25/pdf/2017-08250.pdf
peroxide initiated
P-17-0020 Hydroxyl alkyl acrylate ester, Not available |CBI October 27, 2016 October 25, 2016 December 19, 2016 53 55 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) |82 FR 19044 (April 25, 2017)
polymer with acrylates, aromatic health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
vinyl monomer, cycloaliphatic https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
lactone, and alkyl carboxylic acid, R-2016-11-28/pdf/2016-28568.pdf |R-2017-04-25/pdf/2017-08250.pdf
peroxide initiated
P-17-0021 Hydroxyl alkyl acrylate ester, Not available |CBI October 27, 2016 October 25, 2016 December 19, 2016 53 55 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) |82 FR 19044 (April 25, 2017)
polymer with acrylates, aromatic health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
vinyl monomer, cycloaliphatic https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
lactone, and alkyl carboxylic acid, R-2016-11-28/pdf/2016-28568.pdf |R-2017-04-25/pdf/2017-08250.pdf
Azobis[aliphatic nitrile] initiated
P-16-0578 Alkenoic acid, alkyester, polymer [Not available |CBI October 21, 2016 September 18, 2016 May 15, 2017 206 239 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) (82 FR 34942 (July 27, 2017)
with N-(dialkyl-oxoalkyl}- health hazard and low environmental hazard. TSCA section 5(a})(3)(C). The chemical must
alkenamide, alkenylbenzene, alkyl be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
alkenoate and alkenoic acid CFR §723.250{e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). [R-2016-11-28/pdf/2016-28568.pdf |R-2017-07-27/pdf/2017-15735.pdf
P-17-000%9 Depolymerized waste plastics Not available |CBI October 13, 2016 October 13, 2016 December 1, 2016 49 49 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 85556 (November 28, 2016) |82 FR 19044 (April 25, 2017)
health hazard and low environmental hazard. TSCA section 5{(a)(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www .gpo.gov/fdsys/pkg/F
R-2016-11-28/pdf/2016-28568.pdf |[R-2017-04-25/pdf/2017-08250.pdf
P-16-0587 Galactoarabinoxylan 37324-70-2 Kemira Chemicals September 22,2016 |September 22, 2016 June 15, 2017 266 266 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 79020 (November 10, 2016) |82 FR 37215 (August 9, 2017)
health hazard and low environmental hazard. TSCA section 5{(a)(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-11-10/pdf/2016-27195.pdf |R-2017-08-09/pdf/2017-16824.pdf
P-16-0588 Alkyl methacrylate, polymer with [Not available |CBI September 22,2016 |September 22, 2016 May 30, 2017 250 250 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 79020 (November 10, 2016) (82 FR 34942 (luly 27, 2017)
alkyl acrylate and polyesters health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |hitps://www.gpo.gov/fdsys/pkg/F
CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250{(b). |R-2016-11-10/pdf/2016-27195.pdf |R-2017-07-27/pdf/2017-15735.pdf
P-16-0580 Trimethylolpropane ester of Not available |CBI September 19, 2016 |September 19, 2016 November 10, 2016 52 52 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 79020 (November 10, 2016) |82 FR 9740 (February 8, 2017)
mixed linear and branched health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
carboxylic acids https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-11-10/pdf/2016-27195.pdf |R-2017-02-08/pdf/2017-02596.pdf
P-16-0545 Substituted siloxane polymer Not available |CBI September 2, 2016  |September 2, 2016 November 10, 2016 69 69 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 79020 (November 10, 2016) |82 FR 9740 (February 8, 2017)
health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-11-10/pdf/2016-27195.pdf |R-2017-02-08/pdf/2017-02596.pdf
P-16-0519 Polyalkylether polyester Not available |CBI August 12, 2016 August 12, 2016 November 17, 2016 97 97 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 79013 (November 10, 2016) |82 FR 9740 (February 8, 2017)
health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-11-10/pdf/2016-27193.pdf |R-2017-02-08/pdf/2017-02596.pdf
P-16-0518 Polyalkylether polyester Not available |CBI August 12, 2016 August 12, 2016 November 17, 2016 97 97 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 79013 (November 10, 2016) |82 FR 9740 (February 8, 2017)

health hazard and low environmental hazard. TSCA section 5{(a)(3)(C).

https://www.gpo.gov/fdsys/pkg/F
R-2016-11-10/pdf/2016-27193.pdf

https://www .gpo.gov/fdsys/pkg/F
R-2017-02-08/pdf/2017-02596.pdf
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P-16-0515 Diamine substituted arylimidazole |Not available |CBI August 9, 2016 August 9, 2016 November 10, 2016 93 93 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 79013 (November 10, 2016) |82 FR 9740 (February 8, 2017)
health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-11-10/pdf/2016-27193.pdf |R-2017-02-08/pdf/2017-02596.pdf
P-16-0492 Polyester-amide polymer of Not available |CBI July 27,2016 July 25, 2016 November 10, 2016 106 108 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 57903 (August 24, 2016) 82 FR 9740 (February 8, 2017)
'isophthalic acid' with diamino- health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
alkane, cyclohexanedialcohol, https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
alkanetriol, di-isocyanate and R-2016-08-24/pdf/2016-20303.pdf |R-2017-02-08/pdf/2017-02596.pdf
acrylic acid-ethylene copolymer
P-16-0459 Carbomonocyclic dicarboxylic Not available |CBI July 14, 2016 July 8, 2016 October 4, 2016 82 88 The chemical substances are not likely to present an unreasonable risk based on low human |81 FR 57903 (August 24, 2016) 81 FR 80662 (November 16, 2016)
acid, polymer with alkanedioic health hazard and low environmental hazard. Although EPA estimated that the new
acid, substituted heteropolycycle, chemical substances would be very persistent, this did not indicate a likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
substituted carbomonocycle, chemical substances would present an unreasonable risk, given that the chemical R-2016-08-24/pdf/2016-20303.pdf |R-2016-11-16/pdf/2016-27545.pdf
alkyl alkenoate, alkanedioic acid, substances have low potential for bioaccumulation, low human health hazard, and low
alkoxylated substituted environmental hazard. TSCA section 5(a)(3)(C).
dicarbomonocycle, alkoxylated
substituted dicarbomonocycle,
alkenoic acid, oxo alky! initiated
P-16-0466 2,5-Furandione, telomer with Not available |CBI July 11, 2016 July 11, 2016 September 2, 2016 53 53 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 57903 (August 24, 2016) 81 FR 65636 (September 23, 2016)
ethenylbenzene and health hazard and low environmental toxicity. Although EPA estimated that the new
(alkylethyl)benzene, amides with chemical substance would be very persistent, this did not indicate a likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
polyethylene-polypropylene chemical substance would present an unreasonable risk, given that the chemical substance |R-2016-08-24/pdf/2016-20303.pdf |R-2016-09-23/pdf/2016-22972.pdf
glycol aminoalkyl Me ether, alkali has low potential for bioaccumulation, low human health hazard, and low environmental
salts hazard. TSCA section 5(a)(3)(C).
P-16-0426 Alkenyl bis-succinimide Not available |CBI June 22, 2016 June 30, 2016 June 28, 2017 371 363 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 74784 (October 27, 2016) 82 FR 37215 (August9, 2017)
health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-10-27/pdf/2016-26021.pdf |R-2017-08-09/pdf/2017-16824.pdf
P-16-0401 Alkyl acrylate polymer Not available |CBI June 22, 2016 June 22, 2016 June 15, 2017 358 358 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 74784 (October 27, 2016) 82 FR 37215 (August 9, 2017)
health hazard and low environmental hazard. TSCA section 5(a}(3)(C). The chemical must
be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
CFR §723.250{e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). [R-2016-10-27/pdf/2016-26021.pdf |R-2017-08-09/pdf/2017-16824.pdf
P-16-0403 Heteropolycyclic carboxylic acid, |Not available [CBI June 15, 2016 June 22, 2016 November 17, 2016 155 148 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 49976 (July 29, 2016) 82 FR 9740 (February 8, 2017)
polymer with 2-ethyl-2- health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
(hydroxymethyl)-1,3-propanediol https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
and 4-substitutedbenzene, R-2016-07-29/pdf/2016-18015.pdf |R-2017-02-08/pdf/2017-02596.pdf
substituted carbomonocycle- and
alkyl-substituted carbomonocycle-
blocked
P-16-0392 Modified vegetable oil Not available |CBI May 25, 2016 June 22, 2016 July 29, 2016 65 37 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 45148 (July 12, 2016) 81 FR 65636 (September 23, 2016)
health hazard and low environmental toxicity. Although EPA estimated that the new
chemical substance would be very persistent, this did not indicate a likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www .gpo.gov/fdsys/pkg/F
chemical substance would present an unreascnable risk, given that the chemical substance |R-2016-07-12/pdf/2016-16448.pdf |R-2016-09-23/pdf/2016-22972.pdf
has low potential for bioaccumulation, low human health hazard, and low environmental
hazard. TSCA section 5(a)(3)(C).
P-16-0391 Polyester polyol polymer with Not available |CBI May 23, 2016 June 22, 2016 September 14, 2016 114 84 The chemical substance is not likely to present an unreasonable risk based on low human 81FR 45148 (July 12, 2016) 81 FR 65636 (September 23, 2016)
aliphatic isocyanate and phenol health hazard and low environmental hazard. Although EPA estimated that the new
derivates chemical substance would be very persistent, this did not indicate a likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
chemical substance would present an unreasonable risk, given that the chemical substance |R-2016-07-12/pdf/2016-16448.pdf |R-2016-09-23/pdf/2016-22972.pdf
has low potential for bioaccumulation, low human health hazard, and low environmental
hazard. TSCA section 5(a)(3)(C).
P-16-0373 Tris(alkyloxyphenyl)triazine Not available |CBI May 13, 2016 June 22, 2016 September 12, 2016 122 82 The chemical substance is not likely to present an unreasonable risk based on low human 81FR 45148 (July 12, 2016) 81 FR 65636 (September 23, 2016)
compounds health hazard and low environmental hazard. Although EPA estimated that the new
chemical substance would be very persistent, this did not indicate a likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
chemical substance would present an unreasonable risk, given that the chemical substance |R-2016-07-12/pdf/2016-16448.pdf |R-2016-09-23/pdf/2016-22972.pdf
has low potential for bioaccumulation, low human health hazard, and low environmental
hazard. TSCA section 5(a)(3)(C).
P-16-0366 Blocked polyisocyanate Not available |CBI May 11, 2016 June 22, 2016 September 12, 2016 124 82 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 45148 (July 12, 2016) 81 FR 65636 (September 23, 2016)
health hazard and low environmental hazard. Although EPA estimated that the new
chemical substance would be very persistent, this did not indicate a likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
chemical substance would present an unreasonable risk, given that the chemical substance |R-2016-07-12/pdf/2016-16448.pdf |R-2016-09-23/pdf/2016-22972.pdf
has low potential for bioaccumulation, low human health hazard, and low environmental
hazard. TSCA section 5(a)(3)(C).
P-16-0348 Polypentaerythritol, mixed esters |Not available |CBI May 7, 2016 June 22, 2016 September 2, 2016 118 72 The chemical substance is not likely to present an unreasonable risk based on low human 81FR 45148 (July 12, 2016) 81 FR 65636 (September 23, 2016)

with linear and branched
monoacids

health hazard and low environmental hazard. Although EPA estimated that the new
chemical substance would be very persistent, this did not indicate a likelihood that the
chemical substance would present an unreasonable risk, given that the chemical substance
has low potential for bioaccumulation, low human health hazard, and low environmental
hazard. TSCA section 5(a)(3)(C).

https://www.gpo.gov/fdsys/pkg/F
R-2016-07-12/pdf/2016-16448.pdf

https://www.gpo.gov/fdsys/pkg/F
R-2016-09-23/pdf/2016-22972.pdf

ED_005294A_00000007-00004




P-16-0351 Glycerides, C14-18 and C16-C18 |Not available |Solazyme, Inc May 2, 2016 June 22, 2016 July 28, 2016 88 37 The chemical substance is not likely to present an unreasonable risk based on low human 81FR 45148 (July 12, 2016) 81 FR 65636 (September 23, 2016)
unsaturated, from fermentation health hazard and low environmental toxicity. Although EPA estimated that the new
chemical substance would be persistent, this did not indicate a likelihood that the chemical [https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
substance would present an unreasonable risk, given that the chemical substance has low  |R-2016-07-12/pdf/2016-16448.pdf |R-2016-09-23/pdf/2016-22972.pdf
potential for bioaccumulation, low human health hazard, and low environmental hazard.
TSCA section 5(a)(3)(C).
P-16-0343 and |Modified urethane polymer Not available |CBI April 27, 2016 June 22, 2016 September 16, 2016 142 86 The chemical substances are not likely to present an unreasonable risk based on low human |81 FR 35351 (June 2, 2016) 81 FR 65636 (September 23, 2016)
P-16-0344 health hazard and low environmental hazard. Although EPA estimated that the new
chemical substances would be very persistent, this did not indicate a likelihcod that the https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
chemical substances would present an unreasonable risk, given that the chemical R-2016-06-02/pdf/2016-13028.pdf |R-2016-09-23/pdf/2016-22972.pdf
substances have low potential for bioaccumulation, low human health hazard, and low
environmental hazard. TSCA section 5(a)(3)(C).
P-16-0340 Glycerides, C8-18 and C18 Not available |Solazyme, Inc April 26, 2016 June 22, 2016 July 29, 2016 94 37 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 35351 (June 2, 2016) 81 FR 65636 (September 23, 2016)
unsaturated, from fermentation health hazard and low environmental toxicity. Although EPA estimated that the new
chemical substance would be persistent, this did not indicate a likelihood that the chemical [https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
substance would present an unreasonable risk, given that the chemical substance has low  [R-2016-06-02/pdf/2016-13028.pdf |R-2016-09-23/pdf/2016-22972.pdf
potential for bioaccumulation, low human health hazard, and low environmental hazard.
TSCA section 5(a)(3)(C).
P-16-0281 Fatty alcohols-dimers, trimers, Not available |CBI April 11, 2016 June 22, 2016 July 15, 2016 72 23 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 35351 (lune 2, 2016) 81 FR 65636 (September 23, 2016)
polymers health hazard and low environmental hazard. TSCA section 5{(a)(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www .gpo.gov/fdsys/pkg/F
R-2016-06-02/pdf/2016-13028.pdf |R-2016-09-23/pdf/2016-22972.pdf
P-16-0303 Alkyl methyacrylate polymer with [Not available |CBI April 7, 2016 June 22, 2016 May 30, 2017 418 342 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 35351 (June 2, 2016) 82 FR 34942 (July 27, 2017)
styrene, amino acrylate and health hazard and low environmental hazard. TSCA section 5(a)(3)(C). The chemical must
acrylic acid, ammonium salt be manufactured such that it meets the polymer exemption criteria as described under 40  |https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
CFR §723.250(e)(1), in addition to meeting the definition of polymer at 40 CFR §723.250(b). |R-2016-06-02/pdf/2016-13028.pdf |R-2017-07-27/pdf/2017-15735.pdf
P-16-0302 Organic modified propyl Not available |CBI April 6, 2016 June 22, 2016 July 20, 2016 77 28 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 35351 (June 2, 2016} 81 FR 65636 (September 23, 2016)
silsesquioxane health hazard and low environmental toxicity. Although EPA estimated that the new
chemical substance would be very persistent, this did not indicate likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
chemical substance would present an unreasonable risk, given that the chemical substance |R-2016-06-02/pdf/2016-13028.pdf |R-2016-09-23/pdf/2016-22972.pdf
has low potential for bioaccumulation, low human health hazard, and low environmental
hazard. TSCA section 5(a)(3)(C).
P-16-0301 Propyl silsesquioxanes, hydrogen-|Not available |CBI April 6, 2016 June 22, 2016 July 20, 2016 77 28 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 35351 (June 2, 2016) 81 FR 65636 (September 23, 2016)
terminated health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2016-06-02/pdf/2016-13028.pdf |R-2016-09-23/pdf/2016-22972.pdf
P-16-0292 Depolymerized waste plastics Not available |CBI April 5, 2016 June 22, 2016 July 20, 2016 78 28 The chemical substance is not likely to present an unreasonable risk based on low human 81 FR 35351 (June 2, 2016) 81 FR 65636 (September 23, 2016)
health hazard and low environmental hazard. Although EPA estimated that the new
chemical substance would be very persistent, this did not indicate a likelihood that the https://www.gpo.gov/fdsys/pkg/F |https://www .gpo.gov/fdsys/pkg/F
chemical substance would present an unreascnable risk, given that the chemical substance |R-2016-06-02/pdf/2016-13028.pdf |R-2016-09-23/pdf/2016-22972.pdf
has low potential for bioaccumulation, low human health hazard, and low environmental
hazard. TSCA section 5(a)(3)(C).
P-14-0314 Poly aliphatic phosphate Not available |CBI February 7, 2014 June 22, 2016 July 31, 2017 1270 404 The chemical substance is not likely to present an unreasonable risk based on low human 79 FR 55450 (September 16, 2014) |82 FR 47731 (October 13, 2017)
health hazard and low environmental hazard. TSCA section 5{(a)(3)(C).
https://www.gpo.gov/fdsys/pkg/F |https://www.gpo.gov/fdsys/pkg/F
R-2014-09-16/pdf/2014-22039.pdf |R-2017-10-13/pdf/2017-22249.pdf
P-17-0390 Carbomonocyclic dicarboxylic Not available |Information not found N/A September 6, 2017 November 2, 2017 N/A 57 The chemical substance is not likely to present an unreasonable risk based on low human Information not found Information not found
acid, polymer with alkenedioic health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
acid, substituted heteropolycycle,
substituted heteromonocycle,
alkanediol, alkanedioic acid,
alkoxylated substituted
dicarbomonocycle, alkoxylated
substituted dicarbomonocycle
and alkanetriol, carbomonocyclic
carboxylate alkanoate
P-17-0160 2-Propenoic acid, alkyl-, alkyl Not available |information not found N/A November 13, 2016 February 13, 2017 N/A 92 The chemical substance is not likely to present an unreasonable risk based on low human Information not found 82 FR 19046 (April 25, 2017)
ester, polymer with alkyl 2- health hazard and low environmental hazard. TSCA section 5(a}(3)(C).
propenoate, dialkyloxoalkyl-2- https://www .gpo.gov/fdsys/pkg/F
propenamide and alkyl 2- R-2017-04-25/pdf/2017-08246.pdf
propenoate. Generic: 2-
Propenoic acid, alkyl-, alkyl ester,
polymer with alkyl 2-propenoate,
dialkyloxoalkyl-2-propenamide,
ethenylbenzene and alkyl 2-
propenoate
P-17-0182 Alkyldioic acid, polymer with 2,2- |Not available {Information not found N/A December 30, 2016 February 12, 2017 N/A 44 The chemical substance is not likely to present an unreasonable risk based on low human Information not found 82 FR 19046 (April 25, 2017)

dimethyl-1,3-propanediol,
heteropolycyclic carboxy acid
anhydride and 1,3-propanediol

health hazard and low environmental hazard. TSCA section 5(a}(3)(C).

https://www.gpo.gov/fdsys/pkg/F
R-2017-04-25/pdf/2017-08246.pdf
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P-16-0508

Terephthalic acid and alcohol
ester polymer hydroxy glycol and
2-Ethylhexyl alcohol

Not available

Information not found

N/A

October 4, 2016

September 26, 2017

N/A

357

The chemical substance is not likely to present an unreasonable risk based on low human
health hazard and low environmental hazard. TSCA section 5(a}(3)(C).

Information not found

Information not found
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PN of the PN Ste) Order Submissionof the PV
P-15-310 |1,2,4-Benzenetricarboxylicacid, Not available Saso! Chemicals February 23, 2015 January 31, 2017 708 N/A N/A October 19, 2017 261 December 18, 2017 {if 1029 {to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substance will be used as a lubricant in special chain oils for canveyar belts. Based on submitted test data, EPA Recommended Testing: EPA has determined that the results of certain human |40 CFR 721.1099%6 80 FR 18227 {Aprii 3, 2015)
mixed decyl and octyi triesters {USA), LLC no adverse comments {direct final SNUR if no until Novermber 20, 2017) open until Novernbper 20, |predicts biood and adrenal giand effects to unprotected workers from repeated de rmal exposures. EPAalso predicts endocrine disruption based [health toxicity testing wouid help characterize the PMN substance. The 22 FR 48637 {October 19, 2017)
{Reissued June 22, received) adverse comments 2017) on Structure Activity Reiationship {SAR) analysis on analogous phthalates. The Order was issued under TSCA sections 5{a)(3){B){ii}{1) and submitter has agreed not to exceed the confidential production limit without spo.gov/fdsy
2016) received) 5{e){1){ANi1){1), based on afinding that the substance may present an unreasonabie risk of injury to human heaith. performing an Extended One-Generation Reproductive Toxicity Study (OECD | nttps://www.gpo.gov/Tdsys/pkg/FR-2017-10-  |s/pkg/FR-2015-04-
Test Guideline 443). 19/pdlf/2017-22239. pdf 03/pdf/2015-07495.pdf
P-15-487 |Multi-walled carbon nanotubes Not available Daewoo International May 22, 2015 February 17, 2017 637 April 12, 2017 691 October 19, 2017 244 December 18, 2017 (if {941 {to effective date of |N/A {comment period open N/A N/A {comment period The PMIN states that the PMN substances will be used as additives for electro-static discharge {ESD) in electronic devices, electronics, and Recommended Testing: EPA has determined that a subchronic 90-day inhalation {40 CFR 721.10997 S0 FR 37248 {June 30, 2015)
{generic) USA Corp no adverse comments |direct final SNUR if no until November 20, 2017) open until November 20, |materials; additives for weight reduction in materials; additives to improve mechanical properties or electrical conductivities; heat-generating  [toxicity study {OPPTS 870.3465 or OECD 413}, a two-year inhalation bicassay 82 FR 48637 {October 19, 2017)
{Reissued June 22, received) adverse comments 2017} eiements in heating devices and materials; additives for heat transfer and thermal emissions in electronic devices and materials; semi- {OPPTS 870.4200), a fish early-life stage toxicity test {OCSPP Test Guideline https://www.gpo.gov/fdsy
2016) received) conductor, conductive, or resistive elements in electronic circuitry and devices; additives to improve conductivity in electronic circuitry, energy  1850.1400), a daphnid chronic toxicity test {OCSPP Test Guideline 850.1300), and  [hittps://www.gpo.gov/fdsys/pkg/FR-2017-10- s/okg/FR-2015-06-
storage systems, and devices; electran emitters for {ighting and x-ray sources; additive for electromagnetic interface shieiding in electronic an algal toxicity test {OCSPP Test Guideline 850.4500) would help characterize 19/ pdf/2017-22239. pdf 30/ pdf/2015-16047 pdf
devices; additives for electrodes in electronic materials and electronic devices; catalyst support in chemical manufacturing; coating additives to  [possible health and environmental effects of the substances. Although the
improve corrosion resistance or conductive properties; additives for fibers in structural and electrical applications; additives for fibers in fabrics  [Order does not require these tests, the Order's restrictions on manufacture,
and te ; filter additives to remove nanoscale materials; semi-conducting compounding additives far high-voltage cable; and additives for processing, distribution in commerce, and disposal will remain in effect untii
super-hydrophobicity. A submitted 90-day inhalation toxicity study for P-15-487 demonstrated no effects at 1 mg/m3, which was the highest the Order is modified or revoked by EPA based on submission of this or other
dose tested. Based on SAR analysis on analogous carbon nanotubes {CNT), EPA predicts pulmonary toxicity and oncogenicity to unprotected relevant information.
workers from repeated inhalation exposures. No ecotoxicity studies on CNT are available in which a broad range of production methods,
sources, purification, functionalization, etc. were investigated. EPA expects that some fraction of the PMN substances, if released into the
environment, will eventually become suspended in water. The Order was issued under TSCA sections 5{a}{3){B}{i1}{1) and 5{e){1){A){i}{1), based
on afinding that the substances may present an unreascnable risk of injury to human health and the environme nt.
P-15-488 |Multi-walled carbon nanotubes Not available Daewoo International May 22, 2015 February 17, 2017 637 April 12, 2007 691 October 19, 2017 244 December 18, 2017 {if {941 (to effective date of |N/A {co nt period open N/A N/A {comment period The PMN states that the PMN substances will be used as additives for electro-static discharge {(ESD) in electronic devices, electronics, and Recornmended Testin, A has determined that a subchronic 90-day inhalation [40 CFR 72110997 80 FR 37248 {June 30, 2015)
{generic) USA Corp no adverse comments  idirect final SNUR if no until November 20, 2017) open until November 20, [materials; additives for weight reduction in materials; additives to improve mechanical properties or electrical conductivities; heat-generating  [toxicity study {OPPTS 870.3 r OECD 413), a two-year inhalation bioassay 82 FR 48637 {October 19, 2017)
{Reissued June 22, received) adverse comments 2017} elements in heating devices and materials; additives for heat transfer and thermal emissions in electronic devices and materials; s {OPPTS 870.4200), a fish early-life stage toxicity test {OCSPP Test Guideline hitps://wirw.gpo.gov/fdsy
2016) received) conductor, conductive, or resistive elements in electronic circuitry and devices; additives to improve conductivity in electronic circuitry, energy  1850.1400), a daphnid chronic toxicity test {OCSPP Test Guideline 850.1300), and  {https://www.gpo.gov/fdsys/pkg/FR-2017-10- s/pkg/FR-2015-06-
storage systems, and devices; electron emitters for lighting and x-ray sources; additive for electromagnetic interface shielding in electronic an algal toxicity test {OCSPP Test Guideline 850.4500) would help characterize 19/ pdf/2017-22239. pdf 30/ pdf/2015-16047.pdf
devices; additives for electrodes in electronic materials and electronic devices; catalyst support in che mical manufacturing; coating additives to |possible health and environmental effects of the substances. Although the
improve carrosion resistance or conductive properties; additives for fibers in structural and electrical applications; additives for fibers infagrics {Order does not require these tests, the Order’s restrictions on manufacture,
and textiles; filter additives to remove nanoscale materials; semi-conducting compounding additives far high-valtage cable; and additives for processing, distribution in commerce, and disposal will remain in effect untii
super-hydrophobicity. A submitted 90-day inhalation toxicity study for P-15-487 demonstrated no effects at 1 mg/m3, which was the highest ‘the Order is madified or revoked by EPA based on sulsmission of this or other
dose tested. Based on SAR analysis on analogous carbon nanotubes {CNT), EPA predicts pulmonary toxicity and oncogenicity to unprotected reievant information.
workers from repeated inhalation exposures. No ecotoxicity studies on CNT are available in which a broad range of production methods,
sources, purification, functionalization, etc. were investigated. EPA expects that some fraction of the PMIN substances, if released into the
environment, will eventually become suspended inwater. The Order was issued under TSCA sections 5{a){3}{B){ii}{1) and S5{e){ ){A){i1}{1), based
on a finding that the substances may present an unreasonable risk of injury to human health and the environment.
P-15-489 |Multi-walled carbon nanotubes Not available Daewoo International May 22, 2015 February 17, 2017 637 April 12, 2017 691 October 19, 2017 244 December 18, 2017 {if {941 {to effective date of |N/A {comment period open N/A N/A {comment period [The PMN states that the PMIN substances will be used as additives for electro-static discharge {ESD) in electronic devices, electronics, and Recommended Testing: EPA has determined that a subchronic 90-day inhalation |40 CFR 721.10997 S0 FR 37248 (June 30, 2015)
{generic) USA Corp no adverse comments direct final SNUR if no until November 20, 2017} open until November 20, |materials; additives for weight reduction in materials; additives to improve mechanicai properties or electrical conductivities; heat-generating  [toxicity study {OPPTS 870.3465 or OECD 413}, a two-year inhalation bioassay 82 FR 48637 {October 19, 2017)
{Reissued June 22, received) adverse comments 2017) eiements in heating devices and materials; additives for heat transfer and thermal emissions in electronic devices and materials; semi- {OPPTS 870.4200), a fish early-life stage toxicity test {OCSPP Test Guideline https://www.gpo.gov/fdsy
2016) received) conductor, conductive, or resistive elemenits in eiectronic circuitry and devices; additives to improve conductivity in electronic circuitry, energy  1850.1400), a daphnid chronic toxicity test {OCSPP Test Guideline 850.1300), and  |https://www.gpo.gov/fdsys/pkg/FR-2017-10- 5/pka/FR-2015-06
storage systems, and devices; electron emitters for lighting and x-ray sources; additive for electromagnetic interface shieiding in electronic an algal toxicity test {OCSPP Test Guideline 850.4500) would help characterize | 19/pdf/2017-22239.pdf 30/ pdf/2015-16047.pdf
devices; additives for electrodes in electronic materials and electronic devices; catalyst support in che mical manufacturing; coating additives to  [possible health and environmental effects of the substances. Although the
improve corrosion resistance or conductive properties; additives for fibers in structural and electrical applications; additives for fibers infabrics  {Order does not require these tests, the Order's restrictions on manufacture,
and textiles; fiiter additives to remove nanoscale materials; semi-conducting compounding additives far high-voltage cable; and additives for processing, distribution in commerce, and disposal will remain in effect unti!
super-hydrophobicity. A submitted 20-day inhalation toxicity study for P-15-487 demonstrated no effects at 1 mg/m3, which was the highest the Order is modified or revoked by EPA based on submission of this or other
dose tested. Based on SAR analysis on analogous carbon nanotubes {CNT), EPA predicts pulmonary toxicity and oncogenicity to unprotected relevant information.
workers from repeated inhalation exposures. No ecotoxicity studies an CNT are available in which a broad range of production methods,
sources, purification, functionalization, etc. were investigated. EPA expects that some fraction of the PMN substances, if reieased into the
environment, will eventually become suspended in water. The Order was issued under TSCA sections 5{a}{3){B){ii}{1) and 5{e){1){A){ii}{1), based
on afinding that the substances may present an unreasonable risk of injury to human health and the environment.
P-15-480 |Multi-walled carbon nanotubes Not available Daewoo International May 22, 2015 February 17, 2037 637 April 12, 2017 691 October 19, 2017 244 December 18,2017 {if {941 {to effective date of |N/A {cormment period open N/A N/A {comment period The PMN states that the PMIN substances will be used as additives for electro-static discharge {ESD) in electronic devices, electronics, and Recommended Testing: EPA has determined that a subchronic 90-day inhalation 140 CFR 721.10997 B0 FR 37248 {June 30, 2015)
{generic) USA Corp no adverse comments  {direct final SNUR if no until November 20, 2017) open until November 20, |materials; additives for weight reduction in materials; additives to improve mechanical properties or electrical conductivities; heat-generating  [toxicity study {OPPTS 870.3465 or CECD 413), a two-year inhalation bioassay 82 FR 48637 {October 19, 2017)
{Reissued June 22, received) adverse comments 2017) elements in heating devices and materials; additives for heat transfer and thermal emissions in electronic devices and materials; semi- {OPPTS 870.4200), a fish early-life stage toxicity test {OCSPP Test Guideline https://www.gpo.gov/fdsy
2016) received) conductor, conductive, or resistive elements in electronic circuitry and devices; additives to improve conductivity in electronic circuitry, energy  [850.1400), a daphnid chronic toxicity test {OCSPP Test Guideline 850.1300), and  {https://www.gpo.gov/fdsys/okg/FR-2017-10- s/pkg/FR-2015-06-
storage systems, and devices; electron emitters for lighting and x-ray sources; additive for electromagnetic interface shieiding in electronic an algal toxicity test {OCSPP Test Guideline 850.4500) would help characterize 19/ pdf/2017-22239. pdf 30/ pdf/2015-16047.pdf
devices; additives for electrodes in electronic materials and electronic devices; catalyst support in chemical manufacturing; coating additives to  |possible health and environmenta! effects of the substances. Although the
improve corrosion resistance or conductive properties; additives for fibersin structural and electrical applications; additives for fibers in fabrics |Order does not require these tests, the Order's restrictions on manufacture,
and textiies; fiiter additives to remave nanoscale materials; semi-canducting compounding additives far high-voltage cable; and additives far processing, distribution in commerce, and disposal will remain in etfect untit
super-nydrophobicity. A submitted 90-day inhalation toxicity study for P-15-487 de monstrated no effects at 1 mg/m3, which was the highest the Order is modified or revoked by EPA based on submission of this or other
dose tested. Based on SAR analysis on analogous carbon nanotubes {CNT), EPA predicts pulmonary toxicity and oncogenicity to unprotected reievant information.
workers from repeated inhalation exposures. No ecotoxicity studies on CNT are available in which a broad range of production methods,
sources, purification, functionalization, etc. were investigated. EPA expects that some fraction of the PMN substances, if released into the
environment, will eventually become suspended in water. The Order was issued under TSCA sections 5{a}{3){B){ii}{1) and S{e){1){A){ii}{1), based
on a finding that the substances may present an unreasonable risk of injury to human health and the environment.
P-15-491 |Multi-walled carbon nanotubes Not available Daewoo International May 22, 2015 Fepruary 17, 2017 637 Aprii 12, 2017 691 October 19, 2017 244 December 18, 2017 {if {941 {to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substances will be used as additives for electro-static discharge {ESD) in electrenic devices, electronics, and Recommended Testing: EPA has determined that a subchronic 90-day inhalation |40 CFR 721.10997 80 FR 37248 {June 30, 2015)
{generic) USA Corp no adverse comments  {direct final SNUR if no until November 20, 2017) open until November 20, [materials; additives for weight reduction in materials; additives to improve mechanical properties or electrical conductivities; heat-generating  toxicity study {OPPTS 870.3465 or OECD 413}, a twa-year inhalation bicassay 82 FR 48637 {October 19, 2017)
{Reissued June 22, received) adverse comments 2017) eiements in heating devices and materials; additives for heat transfer and the rmal emissions in electronic devices and materials; semi {GPPTS 870.4200), a fish early-life stage toxicity test {OCSPP Test Guideline spo.gov/fdsy
2016) received) conductor, conductive, or resistive elements in electronic circuitry and devices; additives to improve conductivity in electron L energy  1850.1400), a daphnid chronic toxicity test {OCSPP Test Guideline 850.1300), and | https://www.gpo.gov/Tdsys/pkg/FR-2017-10-  |s/pkg/FR-2015-06-
storage systems, and devices; eiectron emitters for lighting and x-ray sources; additive for electromagnetic interface shieiding in electronic an algal toxicity test (OCSPP Test Guideline 850.4500) would help characterize | 19/pdf/2017-22239. pdf 30/pdf/2015-16047.pdf
devices; additives for electrodes in electronic materials and electronic devices; catalyst support in chemical manufacturing; coating additives to  [possible health and environmental effects of the substances. Although the
improve corrosion resistance or conductive properties; additives for fibers in structural and electrical applications; additives for fibers infabrics |Order does not require these tests, the Order’s restrictions on manufacture,
and textiles; filter additives to remove nanoscale materials; semi-conducting compounding additives far high-voltage cable; and additives for processing, distribution in commerce, and disposal will remain in effect until
super-hydrophobicity. A submitted 90-day inhalation toxicity study for P-15-487 demonstrated no effects at 1 mg/m3, which was the highest the Order is modified or revoked by EPA based on submission of this or other
dose tested. Based on SAR analysis on analogous carbon nanotubes {CNT), EPA predicts pulmonary toxicity and oncogenicity to unprotected relevant information.
workers from repeated inhalation exposures. No ecotoxicity studies on CNT are available in which a broad range of production methods,
sources, purification, functionalization, etc. were investigated. EPA expects that some fraction of the PMN substances, if released into the
environment, will eventually become suspended in water. The Order was issued under TSCA sections S{a){3){B)i1}{1) and 5{e}{1){A){i1}{1), based
on afinding that the substances may present an unreasonable risk of injury to human health and the environment.
P-16-165 |Propanoic acid, iron {2+) salt{2:1)  |1952336-63-8 Dura Chemicals, Inc February 19, 2016 February 15, 2017 362 N/A N/A October 19, 2017 246 December 18, 2017 {if 65 (to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substance will be used as a component in a metal organic product that wili be used in paint and ink driers, Recommended Testing: EPA has determined that the results of certain human |40 CFR 721.10998 81 FR 20633 (April 8, 2016)
no adverse comments {direct final SNUR if no until November 20, 2017) open until November 20, |unsaturated polyester resins promoters, lube /grease additives, fuel additives, polymerization catalysts, and spedialty petroche mical catalysts at {health toxicity testing wouid help characterize the PVN substance. The 82 FR 48637 {October 19, 2017)
{Reissued June 22, received) adverse comments 2017) less than 1 percent. Based on submitted test data, EPA predicts liver and developmental toxicity to unprotected workers from repeated submitter has agreed not to exceed the confidential production limit without https://www.gpo.gov/fdsy
2016 and July 26, received) inhalation exposures. The Order was issued under TSCA sections 5{(a){3){B}{i1){1} and 5{e}{1}{A}{ii}{1}, based on a finding that the substance may [perfarming the prenatal development toxicity study (OECD 414). in additicn, https://www.gpo.gov/tdsys/okg/FR-2017-10- 5/pka/FR-2016-04
2016) present an unreasonatle risk of injury to human health. EPA has determined that the results of a combined chronic toxicity and 19/ petf/2017-22239. polf 08/pdf/2016-08135.pdf
carcinogenicity toxicity test {OPPTS 870.4300) would help characterize the
health effects of the PMN substance. The Order's restrictions on manufacture,
processing, distribution in commerce, and disposal will remain in effect unt
the Order is modified or revoked by EPA based on submission of this or other
relevant information
P-16-255 |1-Butanaminium, N,N,N-tributyl-, [17351-62-1 CBI June 22, 2016 March 7, 2017 258 May 4, 2017 316 October 19, 2017 226 December 18, 2017 (if {544 {to effective date of |N/A {comment period open N/A N/A {comment period [The PMN states that the PMN substances will be used as blocked catalysts for paints and coatings. Based on submitted test data, EPA predicts Recommended Testing: EPA has determined that the results of certain 40 CFR 721.10992 S1FR 74784 {October 27,
carbonic acid (1:1) no adverse comments |direct final SNUR if no until November 20, 2017) open until November 20, |strong irritation to the skin, eyes, and mucous membranes as well as acute toxicity and corrosivity-related neurctoxicity from repeated dermal  jenvironmental toxicity testing would help characterize the PMN substances. 82 FR 48637 {October 19, 2017) 2016)
received) adverse comments 2017) and inhalation exposures. Further, based on test data on the PMN substances, EPA predicts toxicity to aguatic organisms may occur at The submitter has agreed not to exceed the confidential production limit
received) concentrations that exceed 34 parts per billion {ppb) of the PMN substances in surface waters. The Order was issued under TSCA sections without performing a daphnid chranic toxicity test {OCSPP 850.1300). hittps://www.gpo.gov/fdsys/pkg/FR-2017-10- https://www.gpo.gov/fdsy
s{a){3}(B){ii){I} and 5{e){1}{A}{i1){1}, based on a finding that the substances may present an unreasonable risk of injury to human health and the 19/ pdf/2017-22239. pdf 5/pka/FR-2016-10.
environment. 27/ pdif/2016-26021.pdf
P-16-256 |1-Butanaminium, N,N,N-tributyl-,  [56204-05-2 CB} June 22, 2016 March 7, 2017 258 May 4, 2017 316 October 19, 2017 226 December 18, 2017 {if {544 (to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substances will be used as blocked catalysts for paints and coatings. Based on submitted test data, EPA predicts Recommended Testing: EPA has determined that the results of certain 40 CFR 72110999 81 FR 74784 {October 27,
methyi carbonate {1:1) no adverse comments {direct final SNUR if no until Novermber 20, 2017) open until Novernber 20, |strong irritation to the skin, eyes, and mucous membranes as well as acute toxicity and corrosivity-related neurotoxicity from repeated dermal  lenvironme ntal toxicity testing would help characterize the PMN substances. {82 FR 48637 {October 19, 2017) 2016)
received) adverse comments 2017) and inhalation exposures. Further, based on test data on the PMN substances, EPA predicts toxicity to aquatic organisms may occur at The submitter has agreed not to exceed the confidential production limit
received) conce ntrations that exceed 34 parts per biilion {ppb) of the PMN substances in surface waters. The Order was issued under TSCA sections without pe rforming a daphnid chronic toxicity test {OCSPP 850.1300). hittps://www.gpo.gov/fdsys/pkg/FR-2017-10- https://www.gpo.gov/fdsy
S{a}{3){B){i1){1) and 5{e){1){A)i)){1}, based on a finding that the substances may present an unreasonable risk of injury to human health and the 19/ pdf/2017-22239. pdf s/pkg/FR-2016-10-
environment. 27/pdf/2016-26021.pdf
P-16-257 |1-Butanaminium, N,N,N-tributyl-, [478796-04-2 CBI June 22, 2016 March 7, 2017 258 May 4, 2017 316 October 19, 2017 226 December 18,2017 {if 544 {to effective date of |N/A {comment period open N/A N/A {comment period [The PMN states that the PMN substances will be used as blocked catalysts for paints and coatings. Based an submitted test data, EPA predicts Recommended Testing: EPA has determined that the results of certain 40 CFR 721.11000 31 FR 74784 {October 27,
ethyl carbonate {1:1) no adverse comments direct final SNUR if no until November 20, 2017} open until November 20, |strang irritation to the skin, eyes, and mucous membranes as we!l as acute toxicity and corrosivity-related neurotoxicity from repeated dermal  jenvirenmental toxicity testing would help characterize the PMN substances. 82 FR 48637 {October 19, 2017) 2016)
received) adverse comments 2017) and inhatation exposures. Further, based on test data on the PMN substances, EPA predicts toxicity to aquatic organisms may occur at The submitter has agreed not to exceed the confide ntial production limit
received) concentrations that exceed 34 parts per biilion {ppb) of the PMN substances in surface waters. The Order was issued under TSCA sections without performing a daphnid chronic toxicity test {OCSPP 850.1300). https://www.gpo.gov/tdsys/okg/FR-2017-10- https://www.gpo.gov/fdsy
5(a)(3)(B)I1(1) and 5{(e){ 1){ANi1){1), based on afinding that the substances may present an unreasonable risk of injury to human healthand the 19/pdf/2017-22239.pdf s/pkg/FR-2016-10-
environment. 27/pdf/2016-26021.pdf
1-Butanaminium, N,N,N-tributyl-, }1338579-13-7 CBI June 22, 2016 March 7, 2017 258 May 4, 2017 316 October 19, 2017 226 December 18, 2017 {if 44 {to effective date of |N/A (comment period open N/A N/A {comment period The PMN states that the PMN substances will be used as blocked catalysts for paints and coatings. Based on submitted test data, EPA predicts Recommended Testing: EPA has determined that the results of certain 40 CFR 721.11001 B1FR 74784 {October 27,
propyi carbonate {1:1) no adverse comments |direct final SNUR if no until November 20, 2017) open until November 20, |strong irritation to the skin, eyes, and mucous membranes as well as acute toxicity and corrosivity-related neurctoxicity from repeated dermal  jenvironmental toxicity testing would help characterize the PMN substances. 82 FR 48637 {October 19, 2017) 2016)
received) adverse comments 2017) and inhalation exposures. Further, based on test data on the PMN substances, EPA predicts toxicity to aguatic organisms may occur at The submitter has agreed not to exceed the confidential production limit
received) conce ntrations that exceed 34 parts per billion {ppb) of the PMN substances in surface waters. The Order was issued under TSCA sections without performing a daphnid chronic toxicity test {OCSPP 850.1300). https://www.gpo.gov/fdsys/okg/FR-2017-10- https://www.gpo.gov/fdsy
s{a){3}(B){ii){I} and 5{e){1}{A}{i1){1}, based on a finding that the substances may present an unreasonable risk of injury to human health and the 19/ pdf/2017-22239. pdf 5/pka/FR-2016-10.
environment. 27/ pdif/2016-26021.pdf
P-16-259 | 1-Butanaminium, N,N,N-tributy!-, |1803407-49-9 CBI June 22, 2016 March 7, 2017 258 May 4, 2017 316 October 19, 2017 226 December 18, 2017 {if 544 {to effective date of |N/A {comment period open N/A N/A {comment period [The PMN states that the PMN substances will be used as blocked catalysts for paints and coatings. Based on submitted test data, EPA predicts Recommended Testing: EPA has determined that the results of certain 40 CFR 721.11003 81 FR 74784 {October 27,
and 1-methylethyl carbonate {1:1) no adverse comments {direct final SNUR if no until Novermber 20, 2017) open until Novernber 20, |strong irritation to the skin, eyes, and mucous membranes as well as acute toxicity and corrosivity-related neurotoxicity from repeated dermal  lenvironme ntal toxicity testing would help characterize the PMN substances. {82 FR 48637 {October 19, 2017) 2016)
received) adverse comments 2017) and inhalation exposures. Further, based on test data on the PMN substances, EPA predicts toxicity to aquatic organisms may occur at The submitter has agreed not to exceed the confidential production limit
received) concentrations that exceed 34 parts per biilion {ppb) of the PMN substances in surface waters. The Order was issued under TSCA sections without performing a daphnid chronic toxicity test {OCSPP 850.1300). https://www.gpo.gov/Tdsys/pkg/FR-2017-10- https://www.gpo.gov/fdsy
S{a}{3){B){i1){1) and 5{e){1){A)i)){1}, based on a finding that the substances may present an unreasonable risk of injury to human health and the 19/ pdf/2017-22239. pdf s/pkg/FR-2016-10-
environment. 27/pdf/2016-26021.pdf
P-16-284 |Anilino substituted bis-triazinyl Not available Deepak Nitrite March 29, 2016 May 12, 2017 409 February 12, 2017 320 October 19, 2017 160 December 18, 2017 {if {629 {to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substance will be used as an optical brightener for textiles, paper, and paperboard. Based on submitted test data, [Recommended testing: EPA has determined that the results of 40 CFR 721.11004 92 FR 13992 {March 16,
derivative of 4,4’-diaminastilbene- Corporation, inc no adverse comments direct final SNUR if no until November 20, 2017} open until November 20, |EPA predicts adrenal gland effects to unprotected workers from repeated dermal and inhalation exposures. The Order was issued under TSCA physical/chemistry testing would help characterize the PVIN substance. The 82 FR 48637 {October 19, 2017) 2017)
2,2-disulfonicacid, mixed amine {Reissued June 22, received) adverse comments 2017) sections S{a}(3}{B){ii)}{1) and 5{e){1){A}{i1}{1}, based on a finding that the substance may present an unreasonable risk of injury to human health. submitter has agreed not to manufacture beyond a certain time period without
sodium salt {generic) 2016 & January 11, received) measuring the particie size distribution to characterize the particle size https://www.gpo.gov/tdsys/okg/FR-2017-10- https://www.gpo.gov/fdsy
2017) distribution of fractions less than 10 microns of the dry particle PMN substance. |19/pdf/2017-22239.pdf s/pkg/FR-2017-03-
Inaddition, EPA has determined that the resuits of a 90-day subchronic 16/ pdf/2017-05287.pdf
inhalation toxicity study {OPPTS 870.3465 or OECD 413) would help characterize
the health effects of the PMN substance. The Order's restrictions on
manufacture, processing, distribution in commerce, and disposal will remainin
effect until the Order is modified or revoked by EPA based on submission of this
or other relevant information.
P-16-309 |12-Hydroxystearic acid, reaction Not available CBI April 8, 2016 February 17, 2017 315 N/A N/A October 19, 2017 244 December 18, 2017 {if 19 {to effective date of |N/A {comment period open N/A N/A {comment pericd The PMN states that the PMN substances will be used as rheologicai or thixotropic agents used in the production of solvent based industrial Recommended testing: EPA has determined that the results of certain human {40 CFR 721.11005 81 FR 35351 {June 2, 2016}

alkanoic acid {generic)

products with alkylene diamine and

{Reissued June 22,
2016 and January 13,
2017%)

no adverse comments
received)

direct final SNUR if no
adverse comments
received)

until November 20, 2017}

open until November 20,
2017)

coatings, high solid aromatic paints, adhesives, sealants, and other types of paints and topcoats. Based on submitted test data, EPA predicts
biood and he matology effects. Further, based on SAR analysis of test data on analogous amides, EPA predicts toxicity to aguatic organisms may
occur al concentrations that exceed 2 ppb of the PIVIN substances in surface waters. The Order was issued under TSCA sections S{a}{3}{(B)}{i1}{1)
and 5(e){1}{A)ii){1), based on a finding that the substances may present an unreasonable risk of injury to human health and the environment.

health and environmental toxicity testing would heip characterize the PMN
substances. The submitter has agreed not to exceed the confidential production
limit without pe rforming a fish early-life stage toxicity test {OCSPP Test
Guideline 850.1400), a daphnid chronic toxicity test {OCSPP Test Guideline
850.1300), and an aigal toxicity test {OCSPP Test Guideline 850.1300). In addition,
EPA has determined that the results of a re peated dose dermal toxicity test
{OPPTS Test Guideline 870.3200) would help characterize the human health
effects of the PMN substances. The Order's restrictions on manufacture,
processing, distribution in commerce, and disposal will remain in etfect untit
the Order is modified or revaked by EPA based on submission of this or other

reievant information.

82 FR 48637 {October 19, 2017)

Attps://wiww.gpo.gov/fdsys/pka/FR-2017-10-

19/ pelf/2017-22239. putf
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P-16-310 |12-Hydroxystearic acid, reaction Not available CB} April 8, 2016 February 17, 2017 315 N/A N/A October 19, 2017 244 December 18, 2017 {if {619 (to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substances will be used as rheological or thixotropicagents used in the production of solvent based industrial Recornmended testing: EPA has determined that the results of certain human 40 CFR 72111005 81 FR 35351 {June 2, 2016)
products with alkylene diamine and no adverse comments idirect final SNUR if no until November 20, 2017) open until November 20, [coatings, high solid aromatic paints, adhesives, sealants, and other types of paints and topcoats. Based on submitted test data, EPA predicts health and environmental toxicity testing would heip characterize the PMN 82 FR 48637 {October 19, 2017)
alkanoic acid {generic) {Reissued June 22, received) adverse comments 2017} bivod and he matology effects. Further, based on SAR analysis of test data on analogous amides, predicts toxicity to aquatic organisms may  substances. The submitter has agreed not to exceed the confidential production hitps://wirw.gpo.gov/fdsy
2016 and January 13, received) occur at concentrations that exceed 2 ppb of the PMN substances in surface waters. The Order was issued under TSCA sections 5{a}{3)}(B}{i1}{l) limit without pe rforming a fish early-life stage toxicity test {OCSPP Test hittps://www.gpo.gov/fdsys/pkg/FR-2017-10- s/pkg/FR-2016-06-
2017} and 5{e){ {A){i){1), based onafinding that the substances may present an unreasonable risk of injury to human health and the environment. Guideline 850.1400}, a daphnid chronic toxicity test {OCSPP Test Guideline 19/ pdf/2017-22239. pdf 02/ pdf/2016-13028.pdf
850.1300), and an algal toxicity test {OCSPP Test Guideline 850.1300}. In addition,
EPA has determined that the results of a re peated dose dermal toxicity test
{OPPTS Test Guideline 870.3200) would help characterize the human health
effects of the PMN substances. The Order's restrictions on manufacture,
processing, distribution in commerce, and disposal will remain in effect untii
the Order is modified or revoked by EPA based on submission of this or other
relevant information.
P-16-315 |Alkyidiene, polymer, hydroxy Not available CBI April 13, 2016 January 17, 2037 281 July 17,2017 462 October 19, 2017 275 December 18,2017 {if {616 {to effective date of |N/A {cormment period open N/A N/A {comment period [The PMN states that the PMN substance will be used as an additive to improve the compatibility of the dispersibility of inorganic fillersin Recommended testing: EPA has determined that a 0-day subchronic inhaiation 140 CFR 721.11006 81 FR 35351 {June 2, 2016)
terminated no adverse comments |direct final SNUR if no until November 20, 2017) open until November 20, [industrial rubber formuiation. Based on physical/chemical properties, EPA predicts irritation and lung effects to unprotected workers from testin rodents {OCSPP Harmonized Test Guideline 870.3465); would help 82 FR 48637 {October 19, 2017)
alkoxysilylaikylcarbamate {generic) {Reissued June 22, received) adverse comments 2017) repeated inhaiation and dermal exposures. The Order was issued under TSCA sections S5{a}{3}{B){i1){I} and 5{e}{1)}{A}{ii){1}), based onafinding characterize possibie health effects of the substance. Although the Order does ps://www.gpo.gov/fdsy
2016, January 11, received) that the substance may present an unreasonabtle risk of injury to human health. not require this test, the Order's restrictions on manufacture, processing, https://www.gpo.gov/fdsys/okg/FR-2017-10- s/pkg/FR-2016-06-
2017 and March 29, distribution in commerce, and disposal will remain in effect until the Orderis  |19/pdf/2017-22239.pdf 02/pdf/2016-13028.pdf
2017) modified or revoked by EPA based on submission of this or other relevant
information
P-16-323 |Alkylaldehyde, reaction products Not available Alinex USA, Inc April 13, 2016 November 22, 2016 223 danuary 3, 2017 265 October 19, 2017 331 December 18,2017 {if {614 {to effective date of |N/A {cornment period open N/A N/A {comment period The PMN states that the PMN substance will be used as a coating resin. Based on test data on formaldehyde and analogous cationic polymers, Recommended testing: EPA has determined that a 28-day subacute inhalation 140 CFR 721.11007 81 FR 35351 {June 2, 2016)
with substituted carbomonocycle- no adverse comments  {direct final SNUR if no until November 20, 2017) open until November 20, |EPA predicts sensitization, carcinoge nicity, and lung effects to unprotected workers from repeated de rmal exposures. Further, based on SAR toxicity study {OECD 412), a fish acute toxicity te st mitigated by hurmic acid 82 FR 48637 {October 19, 2017)
substituted heteromonocycle- {Reissued May 17, received) adverse comments 2017) analysis of test data on anaiogous cationic polymers, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 32 ppb  [{OCSPP Test Guideline 850.1085), an aquatic invertebrate, acute toxicity test, hitps://www.gpo.gov/fdsy
alkylene glycol 2016 and june 22, received) of the PMN substance in surface waters. The Order was issued under TSCA sections 5{a){3)(B}i}{l} and 5{e}{1}{A}(ii}{l}, based on afindingthat  |freshwater daphnids {OCSPP Test Guideline 850.1075), and an algai toxicity test {https://www.gpo.gov/fdsys/okg/FR-2017-10- s/pkg/FR-2016-06-
bis[{[[substituted{oxonecal kyl)oxy] 2016} the substance may present an unreasonable risk of injury to human heaith and the environment. {OCSPP Test Guide line 850.4500) would help characterize possible health and 19/ pdf/2017-22239. pdf 02/ pdf/2016-13028.pdf
alky!) amino]alky!) ether polymer environmenta! effects of the substance. Although the Order does not require
and alkyl substituted these tests, the Order's restrictions on manufacture, processing, distribution in
alkanediamine, acetate salts commerce, and disposal will remain in effect until the Order is modified or
{generic) revoked by EPA based on submission of this or other relevant information
P-16-330 |Hydroxy functional triglyceride Not available H.B. Fuller Company April 19, 2016 February 14, 2017 301 May 1, 2017 377 October 19, 2017 247 December 18, 2017 {if 08 (to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substances will be used as industrial adhesives. Based on submitted test data, EPA predicts dermal sensitization, |Recommended testing: EPA has determined that a skin sensitization study 40 CFR 721.11008 91 FR 35351 (June 2, 2016)
polymer with glycerol mono-ester no adverse comments {direct final SNUR if no until November 20, 2017) open until November 20, |respiratory sensitization, and lung effects to unprote cted workers from repeated inhalation and dermal exposures. The Order was issued under [{OPPTS 870.2600) and a 90-day inhalation study {OPPTS 870.3465) would help 82 FR 48637 {October 19, 2017)
and 1,1-methylenebis4- {Reissued June 22, received) adverse comments 2017) TSCA sections 5{a}{3}{B){ii){1) and 5{e }{ {A}{11){1), based on a finding that the substances may present an unreasonable risk of injury to human  {characterize possible health effects of the substances. Although the Order does https://www.gpo.gov/fdsy
isocyanatobenzene] 2016 and October 6, received) heaith. not require these tests, the Order’s restrictions on manufacture, processing, https://www.gpo.gov/tdsys/pkg/FR-2017-10- 5/pka/FR-2016-06-
2016) distribution in commerce, and disposal will remain in effect until the Order is 19/ pdf/2017-22239. pdf 02/ pdf/2016-13028.pdf
modified or revoked by EPA based on submission of this or other relevant
information
P-16-331 |Hydroxy functional triglyceride Not available H.B. Fuller Company April 19, 2016 February 14, 2017 301 N/A N/A October 19, 2017 247 December 18, 2017 {if {608 (to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substances will be used as industrial adhesives. Based on submitted test data, EPA predicts dermal sensitization,  {Recommendedtesting: EPA has determined that a skin sensitization study 40 CFR 72111009 81 FR 35351 {June 2, 2016)
polymer with glycerol mono-ester no adverse comments {direct final SNUR if no until Novermber 20, 2017) open until Novemnber 20, |respiratory sensitization, and iung effects to unprotected workers from repeated inhalation and dermal exposures. Tne Order was issued under {OPPTS 870.2600) and a 90-day inhalation study (OPPTS 870.3465) wouid help {82 FR 48637 {October 19, 2017)
and 1,1~ {Reissued June 22, received) adverse comments 2017) TSCA sections 5{a}(3}{B)}11){1) and 5(e){ B{A)1i){1), based on a finding that the substances may present an unreasonable risk of injury to human  {characterize possible health effects of the substances. Although the Order does https://www.gpo.gov/fdsy
methylenebis[isocyanatobenzene) 2016 and October 6, received) health. not require these tests, the Order's restrictions on manufacture, processing, hittps://www.gpo.gov/fdsys/pkg/FR-2017-10- s/pkg/FR-2016-06-
{P-16-331) {ge neric) 2016} distribution in commerce, and disposal will remain in effect until the Order is 19/ pdf/2017-22239. pdf 02/ pdf/2016-13028.pdf
modified or revoked by EPA based on submission of this or other relevant
information
P-16-360 |Poly{oxy-1,2-ethanediyi),.alpha.-{1-[36493-27-3 Cleon Americas, Inc May 12, 2016 December 12, 2016 214 N/A N/A October 19, 2017 311 December 18, 2017 {if  |585 {(to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMIN substance will be used as a fuel additive. Based on physical/chemical properties, EPA estimates the PIMN Recommended testing: EPA has determined that an acute invertebrate toxicity |40 CFR 721.11010 81 FR 74784 {October 27,
oxodocosyl)-.omega.-[{1- no adverse comments {direct final SNUR if no until Novermber 20, 2017) open until Novernbper 20, |substance would have low environmental hazard due to its poor water solubility. However, if the number of repeating ethylene oxide unitsin  test, freshwater daphnids {OCSPP Test G ne 850.1010), a fish acute toxicity |82 FR 48637 {October 19, 2017) 2016)
oxodocosyijoxyl- {Reissued June 22, received) adverse comments 2017) the polymeris large {i.., greater than 10), the polymer wouid become a dispersibie surfactant. Based on SAR analysis of test data on an test, freshwater and marine {OCSPP Test Guideline 850.1075), a fish early-iife
2016) received) analogous nonionic polymer, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 350 ppb of the PMN substance  Istage toxicity test {OCSPP Test Guideline 850.1400), a daphnid chronic toxicity  {https://www.gpo.gov/Tdsys/pkg/FR-2017-10- https://www.gpo.gov/fdsy
in surface waters. The Order was issued under TSCA sections S{a}(3}{B){ii}{i) and 5{e){1){A){ii}{1}, based on a finding that the substance may test {OCSPP Test Guideiine 850.1300), and an algal toxicity test {OCSPP Test 19/ pdf/2017-22239. pdf s/pkg/FR-2016-10-
present an unreasonable risk of injury to the environment. Guideline 850.4500} would help characterize possible environmental effects of 27/ pdf/2016-26021.pdf
the substance. Although the Order does not require these tests, the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on
submission of this or other relevant information
P-16-361 |Pulp, celiulose, reaction products  [1671062-70-6 iAmerican Process Inc May 12, 2016 December 12, 2016 214 N/A N/A October 19, 2017 331 December 18,2017 {if {585 {to effective date of |N/A {cormment period open N/A N/A {comment period The PMN states that the PMN substance will be used as plasticreinforcement. Based on SAR analysis on structuraliy similar respirable poorly Recommended testing: EPA has determined that the results of 40 CFR 721.11011 B1FR 74784 {October 27,
with lignin no adverse comments  {direct final SNUR if no until November 20, 2017) open until November 20, |soluble particulates, EPA predicts pulmonary toxicity to unprotected workers from repeated inhalational exposures. The Grder was issued under [physical/che mical characteristics would help characterize the PMN substance. |82 FR 48637 {October 19, 2017) 2016)
{Reissued June 22, received) adverse comments 2017) TSCA sections 5{a){3}{){ii}{1) and 5{e){1{A)}i1){}), based on a finding that the substance may present an unreasonable risk of injury to human The submitter has agreed not to manufacture beyond a certaintime period
2016) received) heaith. withoul measuring the particle size distribution to characterize the particie size |https://www.gpo.gov/fdsys/pkg/FR-2017-10-  |hitps://www.gpo.gov/Tdsy
distribution of fractions less than 10 microns of the dry particle PMN substance |19/ pdf/2017-22239. pdf s/pkg/FR-2016-10-
27/ pdf/2016-26021.pdf
P-16-365 |Alky! carbonate, polymer with, Not available Alinex USA, Inc May 16, 2016 January 3, 2017 233 N/A N/A October 19, 2017 285 December 18, 2017 {if {581 {to effective date of |N/A {comment period open N/A N/A {comment period [The PMN states that the PMN substances will be usedasa UV curable coating resin for industrial use. Based on SAR analysis on structurally Recommended testing: EPA has determined that the results of a local lymph 40 CFR 721.11012 S1FR 45148 {July 12, 2016)
substituted alkanes and substituted no adverse comments  {direct final SNUR if no until November 20, 2017) open until November 20, [similar diisocyanates and acrylates, EPA predicts eye and skin irritation, dermal sensitization, respiratory sensitization, lung effects, node assay {OPPTS 870.2600}, a 90-day inhalation toxicity test with 60-day 82 FR 48637 {October 19, 2017)
heteromenacycle, substituted alkyl {Reissued June 22, received) adverse comments 2017) mutagenicity, cancer, developmental, liver, and kidney toxicity to unprotected workers from repeated inhalation and dermal exposures. The holding pericd {OPPTS 870.3465), and a two-year oral bioassay {OPPTS 870.4200) https://www.gpo.gov/fdsy
acrylate-blocked {generic) 2016) received) Order was issued under TSCA sections 5{a){3){B}{ii}{1} and 5{e}{1}{A}{11}{I}, based on a finding that the substances may present an unreasonable iwould he!p characterize possibie health effects of the substances. Althoughthe [https://www.gpo.gov/fdsys/pkg/FR-2017-10- s/okg/FR-2016-07-
risk of injury to human health. Order does not require these tests, the Order's restrictions on manufacture, 16/ pdf/2017-22239. pdf 12/pdf/2016-16448.pdf
processing, distribution in commerce, and disposal will remain in effect untii
the Order is modified or revoked by EPA based on sub sion of this or other
relevant information.
P-16-367 |substituted heteromonocycle, Not available Alinex USA, Inc May 20, 2016 January 3, 2017 228 February 2, 2017 258 October 19, 2017 289 December 18, 2017 {if {577 {to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substances will be used as a UV curabie coating resin for industrial use. Based on SAR analysis on structurally Recommended testing: EPA has determined that the results of a local lymph 40 CFR 72111013 91 FR 45148 (July 12, 2016)
polymer with substituted alkane no adverse comments {direct final SNUR if no until November 20, 2017) open until Novernber 20, |similar diisocyanates and acrylates, EPA predicts eye and skin irritation, dermal sensitization, respiratory sensitization, lung effects, node assay {OPPTS 870.2600}, a 90-day inhalation toxicity test with 60-day 82 FR 48637 {October 19, 2017)
and ethoxylated alkane, {Reissued June 22, received) adverse comments 2017) mutagenicity, cancer, developmental, liver, and kidney toxicity to unprotected workers from repeated inhalation and dermal exposures. The holding period {OPPTS 870.3465), and a two-year oral bioassay {OPPTS 870.4200) https://www.gpo.gov/fdsy
substituted heteromonocycle 2016) received) Order was issued under TSCA sections 5{a){3){B}{1i}{1} and 5{e}{1}{A}{i1}{I}, based on a finding that the substances may present an unreasonable lwould heip characterize possibie health effects of the substances. Although the {nhttps://www.gpo.gov/fdsys/pkg/FR-2017-10- 5/pka/FR-2016-07
substituted alkyl ester-biocked risk of injury to human health. Order does nat require these tests, the Order's restrictions on manufacture, 19/ pdf/2017-22239. pdf 12/ pdf/2016-16448.pdf
(generic) {P-16-367) processing, distribution in commerce, and disposal will remain in effect untit
the Order is modified or revoked by EPA based on submission of this or other
relevant information.
P-16-369 |Substituted heteromonocycle, Not available Alinex USA, Inc May 13, 2016 January 23, 2017 255 February 2, 2017 265 October 19, 2017 265 December 18, 2017 (if {584 {to effective date of  |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substance will be used as a UV curabie coating resin for industrial use. Based on SAR analysis on structurally similar [Recommended testing: EPA has determined that the results of certain human  [40CFR 721.11014 S1FR 74784
telomer with substituted no adverse comments |direct final SNUR if no until November 20, 2017) open until November 20, [acryiates and other chemicals, EPA predicts eye and skinirritation, dermal sensitization, respiratory sensitization, iung effects, mutagenicity, health toxicity testing would help characterize the PMN substance. The 82 FR 48637 {October 19, 2017)
carbomonocycies, substituted alkyi {Reissued lune 22, received) adverse comments 2017) cancer, developmentai toxicity, fiver, and kidney toxicity to unprotected workers from repeated inhaiation and dermat exposures. The Order submitter has agreed not to exceed the confidential production limit without https://www.federalregist
ester {generic) 2016) received) was issued under TSCA sections S{a}{3}{B){i1){1) and 5{e}{1}{A){i1}{1), based ona finding that the substance may present an unreascnable risk of  iperforming a 90-day inhalation toxicity test {OPPTS Test Guideline 870.3465 or  [https://www.gpo.gov/fdsys/pkg/FR-2017-10- er.gov/documents/2016/10
injury to human health. OECD Test Guideline 413). Inaddition, EPA has determined that the resultsof a  [19/pdf/2017-22239. pdf /27/2016-26021/certain-
skin sensitization {OPPTS 870.2600), a local lymph node assay {OECD 429), and new-chemicals-rec
tuo-year bioassay {oral) (OPPTS 870.4200) would he lp characterize possible and-status-information-for
health effects of the substance. Although the Order does not require these june-2016
tests, the Order's restrictions on manufacture, processing, distribution in
commerce, and disposal will remain in effect until the Order is modified or
revoked by EPA based on submission of this or other reievant information
P-16-387 |Aliphatic polycarboxylicacid, Not available CBI May 31, 2016 February 7, 2017 252 March 3, 2017 276 October 19, 2017 254 December 18,2017 {if {566 {to effective date of |N/A {comment period open N/A N/A {comment pericd The PMN states that the PMN substance will be used as an additive for a polymer. Based on physical/chemicai properties of the PMN substance, |Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.11015 81 FR 74784 {October 27,
polymer with alicyclic poiyhydric noadverse comments  [direct final SNUR if no until November 20, 2017} open until November 20, [EPA predicts |ung effects to unprotected workers from repeated exposures. The Order was issued under TSCA sections 5{(a}{3}{B){ii}{l} and inhalation toxicity test with 30-day holding period {OPPTS 870.3465), a 82 FR 48637 {October 19, 2017) 2016)
alcohol and polyoxyaikylene {Reissued June 22, received) adverse comments 2017} S{e}{L{ANii){1), based on afinding that the substance may present an unreasonable risk of injury to human heaith. combined re peated dose toxicity study with the reproduction/developmental
{generic) 2016 and Novernber received) toxicity screening test {OECD 422) an acute fish toxicity test {OCSPP 850.1075),  {https://wwiw.gpo.gov/fdsys/okg/FR-2017-10-  |https://www.gpo.gov/fdsy
1,2016) an acute daphnia toxicity test {OCSPP 850.1300), and an algal toxicity test 19/pdf/2017-22239. pdf s/pkg/FR-2016-10-
{GCSPP 850.4500) would help characterize possible health and environmental 27/pdf/2016-26021.pdf
effects of the substance. Although the Order does not require these tests, the
Order's restrictions on manufacture, processing, distribution in commerce, and
disposal will remain in effect until the Order is modified or revoked by EPA
based on submission of this or other reievant information.
P-16-388 |Di-ammonium di-carboxylate Not available CBI June 6,2016 November 14, 2016 161 November 16, 2016 163 October 19, 2017 339 December 18,2017 {if {560 {to effective date of |N/A {comment period open N/A N/A {comment pericd The PMN states that the PMN substance will be used as a corrosion inhibitor. Based an test data on analegous anionic surfactants, EPA predicts  [Recommended testing: EPA has determined that the results of certain human |40 CFR 721.11016 81 FR 74784 {October 27,
{generic) no adverse comments {direct final SNUR if no until November 20, 2017) open until November 20, |eye and mucous me mbrane irritation and skin sensitization to unprotected workers from repeated dermai exposures. The Orde r was issued health toxicity testing wouid help characterize the effects of the PMN 82 FR 48637 {October 19, 2017) 2016)
{Reissued june 22, received) adverse comments 2017) under TSCA sections S{a){3){B}{i1}{1} and 5{e}{1}{A}{ii}{1}, based on a finding that the substance may present an unreasonable risk of injury to substance. The submitter has agreed not to exceed the confidential production
2016) received) hurman health. limit without pe rforming three skin sensitization studies {OECD 442B), {OECD | https://www.gpo.gov/fdsys/okg/FR-2017-10-  |https://www.gpo.gov/Tdsy
442C), and {OECD 442D). 19/pdf/2017-22239. pdf s/okg/FR-2016-10-
27/ pdf/2016-26021.pdf
P-16-455 |Sodium tungsten oxide Not available CBI July 13, 2016 November 2, 2016 113 November 7, 2016 117 October 19, 2017 351 December 18, 2017 {if {523 {to effective date of |N/A {comment period open N/A N/A {comment period [The PMN states that the PMN substance will be used as a component of infrared absorption material. Based on SAR analysis on structurally Recommended testing: EPA has determined that the results of certain human {40 CFR 721.11017 S1FR 57903 {August 24,
no adverse comments  {direct final SNUR if no until November 20, 2017) open until November 20, |similar respirable poorly saiuble particulates, EPA predicts pulmanary toxicity and carcinogenicity to unprotected workers from repeated health toxicity testing would help characterize the PMN substance. The 82 FR 48637 {October 19, 2017) 2016}
received) adverse comments 2017} inhaiation expaosures. Further, based on test data on analogous tungsten oxide, EPA predicts toxicity to aquatic arganisms may occur at submitter has agreed not to exceed the confidential production limit without
received) concentrations that exceed 1 ppb of the PMN substance in surface waters. The Order was issued under TSCA sections 5{a}{3){B}{ii}{I} and performing a 90-day inhalation toxicity test {OPPTS Test Guideline 870.34650r | https://www.gpo.gov/fdsys/pkg/FR-2017-10- https://www.gpo.gov/fdsy
5{e){1){A){ii){), based on afinding that the substance may present an unreasonable risk of injury to human heaith and the environment. OECD Test Guideline 413) and a two- year inhalation bioassay test {OPPTS 16/ pdf/2017-22239. pdf s/pkg/FR-2016-08-
870.4200). 24/ pdf/2016-20303.pdf
P-16-503 |Fatly acids, tall-oil, polymers with  [Not available Alinex USA Inc. August 2, 2016 January 13, 2017 163 N/A N/A October 19, 2017 281 December 18, 2017 {if {504 (to effective date of |N/A {comment period open N/A N/A {comment period The PMN states that the PMN substance will be used as a site-limited polymer intermediate for production of a deck stain coating resin additive. |{Recornmended testing: EPA has determined that a combined repeated dose 40 CFR 72111018 81 FR 79013 {November 10,
alkanoic acid, substituted no adverse comments {direct final SNUR if no until Novermber 20, 2017) open until Novernber 20, |Based on physical/chemical properties, EPA predicts low heaith hazard for the PMIN substance when it is manufactured as described in the PMN. {toxicity study with the reproduction/developmental toxicity screening test 22 FR 48637 {October 19, 2017) 2016)
carbomonocycle, alkyl peroxide- received) adverse comments 2017) However, if the chemical substance is manufactured with a lower molecular weight and a higher proportion of the acid component {i.e., greater {{OECD 422}, water solubility test, iog Kow tests, a compositional/component
initiated (generic} received) [than 20%), the PMN substance could cause developmental effects in unprotected workers from repeated dermal and inhalation exposures. analysis {certificate of analysis), a fish early-iife stage toxicity test (OCSPP Test  {https://wwuw.gpo.gov/fdsys/pkg/FR-2017-10- https://www.gpo.gov/fdsy
Further, based on physical/chemical properties, EPA predicts low hazard for the PMN substance when it is manufactured as described in the Guideline 850.1400}, a daphnid chronic toxicity test {OCSPP Test Guideline 19/ pdf/2017-22239. pdf s/pkg/FR-2016-11-
PMN due to low water solubility. However, if the chemical substance is manufactured with a higher proportion of the acid compaonent {i.e., 850.1300, fish acute toxicity mitigated by humic acid {OCSPP Test Guideline 10/ pdf/2016-27193.pdf
greater than 20%), there is pote ntial for aguatic toxicity. The Order was issued under TSCA sections 5{a){3){B){i1}{1) and S{e}{ 1){A){i1}{1), based on [850.1085), an aquaticinvertebrate, acute toxicity test, freshwater daphnids
a finding that the subistance may present an unreasonable risk of injury to human health and the environment. {OCSPP Test Guideline 850.1075), and an algal toxicity test {OCSPP Test
Guideline 850.4500) wouid help characterize the physical-chemical properties
and possible health and environmental effects of the subs
Order does not require these tests, the Order's restrictions on manufacture,
processing, distribution in commerce, and disposal will remain in effect unti!
the Order is modified or revoked by EPA based on submission of this or other
reievant information
P-16-591 |Alky! bisphenol {generic} Not available CBI October 4, 2016 January 9, 2017 98 N/A N/A October 19, 2017 283 December 18, 2017 {if 441 {to effective date of |N/A {comment period open N/A N/A {comment period [The PMN states that the PMIN substance will be used as a component of printing ink. Based on test data on bispheno! analogs, EPA predicts Recommended testing: EPA has determined that the results of certain human {40 CFR 721.11019 81 FR 85556 {November 28,

{Reissued December
9,2016)

no adverse comments
received)

direct final SNUR if no
adverse comments
received)

until November 20, 2017}

open until November 20,
2017)

irritation to eyes, skin, lung, and mucaus membranes; developmenta!, re productive, liver and kidney toxicities; dermal sensitization;

photose nsitization; effects to the adrenals and other toxic effects associated with an endocrine disruption mode of action to unprotected
workers from repeated dermal and inhalation exposures. Further, based on SAR analysis of test data on analogous phenols, EPA predicts toxicity
to aquatic organisms may occur at concentrations that exceed 2 ppb of the PMN substance in surface waters. The Order was issued under TSCA
sections 5{a){3){8)i1}{1) and 5{e}{1){A}ii}{}, based on a finding that the substance may present an unreasonable risk of injury to human health
and the envirenment.

health and environmental toxicity testing would heip characterize the PMN
substance. The submitter has agreed not to exceed the canfidential production
limit without performing the reproduction/developmental toxicity screening
test {OECD 422). Inaddition, EPA has determined that the results of afish early-
life stage toxicity test {OCS Guideline 850.1400) and a daphnid chronic
toxicity test {OCSPP Test Guideline 850.1300) would help characterize the
environmental effects of the PMN substance. Although the Order does not
require these tests, the Order's restrictions on manufacture, processing,
distribution in commerce, and disposal will remain in effect until the Order is
modified or revoked by EPA based on submission of this or other relevant

information.

82 FR 48637 {October 19, 2017)

hittps://www.gpo.gov/fdsys/pkg/FR-2017-10-
19/ pdf/2017-22239. pdf

2016}

https://www.gpo.gov/fdsy
s/okg/FR-2016-11-
28/ pdf/2016-28568.0df
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P-11-482 |Bimodal mixture consisting of muiti{Claimed CB} July 8 2011 September 30, 2015 1545 N/A N/A October 3, 2017 734 N/A {adverse comment [NjA YES Posted: June 8, 2017 |Posted: October3, 2017  |The PMN states that the generic use of the PVIN substance wiil be as a specialty additive. Based on test data on analogous respirable, poorly Recommended testing: EPA has determined that the deveiopment of data on 40 CFR 72110927 76 FR 58498 (September 21,

walled carbon nanotubes and other |confide ntial. received) Comments Due: uly 10, |Effective: November2,  [soluble particulates and nanocarbon materials, EPA identified concerns for pulmonary toxicity and oncoge nicity. Based on test dataforother  |certain physical-chemical properties, as wel! as certain human health and 92 FR 45990 {October 3, 2017) 2011}

classes of carbon nanotubes The commenter noted a 2017 2017 nanocarbon materials EPA identified conce rns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A}i) and e nvironmenital toxicity testing would help characterize possible effects of the

{generic) discre pancy between S{e){1){A){ii){}}, based on afinding that the substance may present an unreasonable risk of injury to human health and the environment. substance. The submitter has agreed to provide a dustiness test (European hittps://www.gpo.gov/fdsys/pkg/FR-2017-10- https://www.gpo.gov/fdsy

requiremenits in the consent Standard EU 15051} by six months from commencement of manufacture. in 03/ pdf/2017-21237.pdf s/pkg/FR-2011-09-
order and SNUR. While the addition, the submitter has agreed to provide certain physical-chemical 21/ pdf/2011-23973.pdf
consent order allows limited property testing as required in the consent order after the commencement of
surface water releases from manufacture. Although the order does not require a 90-day inhalation toxicity
the manufacturing process, test {OPPTS Test Guideline 870.3465 or Organisation for Economic Co-operation
the direct final SNUR and Development {OECD) Test Guideline 413) in rats with a post-exposure
designated as a significant observation period of up to @ months {inciuding BALF analysis, a determination
new use any purposeful or of cardiovascular toxicity {clinically-based biood/plasma protein analyses}), and
predictable releases to histopathology of the heart), a two-year inhalation bioassay {OPPTS Test
surface waters. To make the Guideline 870.4200), a daphnid chronictoxicity test {OPPTS Test Guideline
SNUR consistent with 850.1300), a fish early-life stage toxicity test {OPPTS Test Guideline 850.1400), or
consent order requirements, an algal toxicity test (OCSPP Test Guideline 850.4500), the Order's restrictions on
in this proposed SNUR EPA manufacture, processing, distribution in commerce, and disposal will remainin
has designatedas a effect untii the Order is modified ar revoked by EPA based on submission of this
significant new use any or other relevant information.
predictable or purposeful
releases to water frem
manufacturing, processing,
or use other than the water
releases described inthe
PMN for the manufacturing
process of P-11-482
P-05-436 |Ethylene glycol ester of an aromatic [Not available Eastman Chemical March 17, 2005 N/A N/A N/A N/A September 21, 2017 N/A November 20, 2017 4631/No N/A N/A The PMN states that the generic {non-confidentiai) use of the substance wili be as a modifier for polyester polymer. Based on structure activity |Recommended testing: EPA has dete rmined that the results of a fish acute 40 CFR 721.10961 70 FR 19955 {Aprii 15, 2005}

substituted propenoicacid Company relationship (SAR) analysis of test data on structurally similar substances, EPA predicts toxicity to aguatic organisms at conce ntrations that toxicity test, freshwater and marine {Office of Pollution Prevention and Toxics |82 FR 44079 {September 21, 2017)

{generic). exceed 10 parts per billion {ppb} of the PMN substance in surface waters. As described inthe PMN, releases to surface waters of the PMN {OPPTS) Test Guideline 850.1075); an acute inverie brate toxicity test, freshwater https://www.gpo.gov/fdsy
substance are not expected to exceed 10 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the daphnids {Office of Chemical Safety and Poiiution Prevention {OCSPP) Test nttps://www.gpo.gov/fdsys/pkg/FR-2017-09- s/okg/FR-2005-04-
substance may present an unreasonable risk. EPA has determined, however, that any use of the substance resulting in surface water Guideline 850.1010); and an algal toxicity test {OCSPP Test Guideline 850.4500)  |21/pdf/2017-20158. pdf 15/ pdt/05-7589. polf
concentrations exceeding 10 ppb may cause significant adverse environmental effects. would help characterize the environmental effects of the PMN substance.

P-10-504 |Phosphoric acid, metal salt Not available ICI-IP America Inc. August 13, 2010 N/A N/A N/A N/A September 23, 2017 N/A November 20, 2017 2656(No N/A N/A The PMN states that the substance will be used as a flame retardant for textiies. Based on SAR analysis of test data on analogous substances, EPA [Recommended testing: EPA has determined that the results of a 90-day oral 40 CFR 721.10962 75 FR 57770 {September 22,

{generic). identified eye and dermal irritation as well as immunoctoxicity concerns to workers from exposure to the PMN substance via the inhalation toxicity test {OPPTS Test Guideline 870.3100); a fish acute toxicity test, 82 FR 44079 {September 21, 2017) 2010}
route. Additionally, based on SAR analysis of test data on analogous inorganic phosphates, EPA predicts toxicity to aquaticorganisms may occur  {freshwater and marine {OPPTS Test Guideline 850.1075); an acute invertebrate
at concentrations that exceed 5 ppb of the PMN substance in surface waters. For the use described in the PMN, significant releases of the toxicity test, freshwater daphnids {OCSPP Test Guideline 850.1010); and an algal |https://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
substance are not expected, and worker dermal and inhalation wiii be minimai. Therefore, EPA has not determined that the proposed toxicity test {OCSPP Test Guideline 850.4500} would help characterize the 21/pdf/2017-20158. pdf 5/pka/FR-2010-09
manufacturing, processing, or use of the substance may present an unreasonabie risk. EPA has determined, however, that substantial human heaith and environmental effects of the PMN substance. EPA also 22/ pdf/2010-23718.pdf
production volume increases, or use of the PMN substance other than as described inthe PVIN, could change exposure potential, which may recommends that the guidance document on aguatic toxicity testing of difficult
cause significant adverse health and environmenta effects. substances and mixtures {Organisation for Economic Co-operation and

Development {OECD) Test Guideline 23) be followed to facilitate solubility in
the test media.
P-13-289 |Alkanoic acid, Not available CB} February 15, 2013 N/A N/A N/A N/A September 21, 2017 N/A November 20, 2017 1739|No N/A N/A The PMN states that the generic {non-confidential) use of the substance is as an additive component to engine lubricants. Based ontest dataon {Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 72110963 78 FR 28586 (May 15, 2013)

tetramethytheteromonocycle ester the PVIN substance, as well as SAR analysis of test data on analogous aliphatic amines and esters, EPA predicts toxicity to aquatic organisms may istage toxicity test {OCSPP Test Guide!ine 850.1400) and a daphnid chronic 82 FR 44079 {Septe mber 21, 2017)

{generic). occur at concentrations that exceed 2 ppb of the PMIN substance in surface waters. As described in the PMN, reieases of the substance are not toxicity test {OCSPP Test Guideline 850.1300} would help characterize the https://www.gpo.gov/fdsy
expected to result in surface water concentrations that exceed 2 ppb. Therefore, EPA has not determined that the proposed manufacturing, environmental effects of the PMN substance. hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- s/pkg/FR-2013-05-
processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substance resuitingin 21/ pdf/2017-20158.pdf 15/ pdf/2013-11507.pdf
surtace water cance ntrations exceeding 2 ppb may cause significant adverse environmenta! effects.

P-13-908 |Polyether palyester urethane Not available CBI September 9, 2013 N/A N/A Decemper 9, 2014 456 September 21, 2017 N/A November 20, 2017 33|No N/A N/A The PMN states that the generic {non-confidential} use of the substance isas an additive. Based on SAR analysis of test data on analogous Recommended testing: EPA has determined that the results of an algal toxicity |40 CFR 721.10964 79 FR 38288 {July 7, 2014)

phosphate {generic). inorganic phosphates, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 5 ppb of the substance in surface test {OCSPP Test Guideline 850.4500), with the PMIN substance substituted for |82 FR 44079 {September 21, 2017)
wate s for greater than 20 days per year. This 20-day criterion is derived from partial life cycle tests {daphnid chronicand fish early Iife stage the phosphate nutrient in the algal growth medium, would help characterize hitps://www.gpo.gov/fdsy
tests) that typically range from 21to 28 days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of the substance to the environmental effects of the PMN substance. https://www.gpo.gov/fdsys/pka/FR-2017-09-  |s/pkg/FR-2014-07-
surface water exceed releases from manufacturing, processing, and use levels described inthe PMN. For the manufacturing, processing, and use 21/pdf/2017-20158.pdf 07/pdf/2014-15760.pdf
operations described in the PMN, environmental releases did not exceed 5 ppb for more than 20 days per year. Therefore, EPA has not
determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. However, EPA has
determined that, if in the future there is domestic manufacture, the use changes from that described in the PMN, or if the production volume
increases substantially, the potential for release to the envirenment may change correspondingly and can result in significant adverse
environmental effects.

P-14-129 |Propanamide, 2-hydroxy-N,N- 35123-06-9 CBI December 3,2013 N/A N/A June 2, 2014 181 September 21, 2017 N/A November 20, 2017 1448|No N/A N/A The PMN states that the generic {nan-confidentiai) use of the substance is as a solvent in pesticide formuiations and soivent for fertilizers. Recommended testing: EPA has determined that the results of adermal 40 CFR 721.10965 79 FR 38302 {Juiy 7, 2014}

dimethyl- Based on test data on the PMN substance, EPA identified concerns for solvent neurotoxicity, biood and liver toxicity, kidney effects, and penetration test {OPPTS Test Guideline 870.7600) would heip characterize the {82 FR 44079 {September 21, 2017)
deveiopmental toxicity. For the uses described in the PMN, EPA does not expect significant dermal or inhalation occupational exposures, nor human heaith effects of the PMN substance. hitps://wirw.gpo.gov/fdsy
does it expect consumer exposures. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance nttps://www.gpo.gov/fdsys/pkg/FR-2017-09-  |s/pkg/FR-2014-07-
may present an unreasonable risk. EPA has determined, however that any use of the substance other than as described in the PMN, any use of 21/ pdf/2017-20158.pdf 07/ pdf/2014-15764.pdf
the PMN substance without the use of dermal protection, where there isa potential for dermal exposures; or any use of the PMN substance in
consumer products may cause serious human health effects.

P-14-260 |1-Propene, 2-broma-3,3,3-trifiuoro- |1514-82-5 American Pacific Corp January 16, 2014 March 7, 2016 781 August 29, 2016 956 September 21, 2017 563 November 20, 2017 1404|No N/A N/A The PMN states that the PMN substance will be used as a fire extinguishing agent for: Portable extinguishers {onboard aviation and all Recommended testing: EPA has determined that inhalation manitoring data, 40 CFR 721.10966 79 FR 38302 {Juiy 7, 2014}
nonresidential); niche systems {aircraft, normally unoccupied systems, seif-contained automatic fire extinguishing systems); and streaming collected according to the EPA draft inhalation Monitering Data Collection 82 FR 44079 {September 21, 2017)
systems for aircraft rescue fire fighting vehicles. Based on test data on the PMN substance, EPA predicts re productive effects to unprotected Guidelines {located in the docket under docket ID number EPA-HQ-OPPT-2016- https://www.gpo.gov/fdsy
workers from repeated inhalation exposures. The Order was issued under TSCA sections S{e}{1H{A)1) and ${e){ A} (1)), based on afinding that {0331 would help characterize the human health effects of the PMN substance.  [https://www.gpo.gov/Tdsys/pkg/FR-2017-08- s/pkg/FR-2014-07-
the substance may present an unreasonable risk of injury to human heaith. The Crder's restrictions on manufacture, processing, distributionin commerce, |21/pdf/2017-20158. pdf 07/pdf/2014-15764.pdf
and disposal wili remain in effect until the Orderis modified or revoked by EPA
based on submission of this or other reievant information.
P-14-759 |Pyrolysis oil product {generic) Not available CBI July 31, 2014 May 4, 2016 643 N/A N/A September 21, 2017 505 November 20, 2017 1208|No N/A N/A The PMIN states that the generic {non-confidentiai) use of the substance is as an on-site coolant and petroleum feed-stock. Based on SAR Recommended testing: EPA has determined that the results of a developmental |40 CFR 721.10967 79 FR 56356 {September 19,
analysis of test data on analogous benzene and alky! benzenes, EPA identified concerns for oncogenicity, neurological effect, and blood toxicity [neurotoxicity test {OPPTS Test Guide {ine 870.6300) with a compliete blood count |82 FR 44072 {September 21, 2017) 2014)
to unprotected workers from repeated inhalation exposures. Further, based on SAR analysis of test data on analogous neutral organic chemicals, fand differential for white blood celis; inhalation monitoring data, collected
EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 20 ppb of the PMN substance in surface waters. The Order according to the EPA draft inhalation Monitoring Data Collection Guidelines nttps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
was issued under TSCA sections S{e }{ 1){A){i) and S{e}{L1}{A)}{ii){I}, based onafinding that the substance may present an unreasonable risk of {located in the docket under docket ID number EPA-HQ-OPPT-2016-033%; afish  {21/pdf/2017-20158. pdf 5/pka/FR-2014-09-
injury to human health and the environment. acute toxicity test, freshwater and marine (OPPTS Test Guide!ine 850.1075); an 19/ pdf/2014-22282 pdf
acute invertebrate toxi test, freshwater daphnids {OCSPP Test Guideline
£50.1010) and an algal toxicity test {OCSPP Test Guideline 850.4500) would help
characterize the human health and environmental effects of the PVN
substance. The Order’s restrictions on manufacture, processing, distributionin
commerce, and disposal will remain in effect until the Order is modified or
revoked by EPA based on submission of this or other relevant information.
P-15-279 [1-Octanamine, 7 {or 8)- 1613320-81-2 CBI February 6, 2015 N/A N/A N/A N/A September 21, 2017 N/A November 20, 2017 1018|No N/A N/A The PMN states that the substance is used as a raw material for highly heat resistant plastic. Based on test data onthe PVN substance, as weli as {Recommended testing: EPA has determined that the results of afish early-life 140 CFR 721.10968 80 FR 18227 {Aprii 3, 2015)

{aminomethyl)- SARanalysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at cancentrations that exceed 123 istage toxicity test {OCSPP Test Guide iine 850.1400) and a daphnid chronic 82 FR 44079 {September 21, 2017)
parts per billion of the PVIN substance in surface waters. As described in the PMN, releases of the substance during the use described in the toxicity test {OCSPP Test Guideline 850.1300) would help characterize the hitps://www.gpo.gov/fdsy
PMN are not expected to result in surface water concentrations that exceed 123 ppb. Therefore, EPA has not determined that the proposed environme ntai effects of the PMN substance. nttps://www.gpo.gov/fdsys/pkg/FR-2017-09-  |s/pke/FR-2015-04-
manufacturing, processing, or use of the substance for the use described in the PMIN may present an unreasonable risk. EPA has determined, 21/ pdf/2017-20158. pdf 03/pdf/2015-07495.pdf
however, that any use of the substance resulting in surface water concentrations exceeding 123 ppb may cause significant adverse
environmental effects.

P-15-409 |Substituted alkanolamine ether Not available. CBI April 14, 2015 March 3, 2016 323 April 5,2016 357 September 21, 2017 567 November 20, 2017 950|No N/A N/A [The PMIN states that the substance will be used as a hydrogen sulfide scavenger. The Order was issued under TSCA sections 5{e ){ 1){A}{i} and Recommended testing: EPA has determined that the results of certain toxicity 140 CFR 721.10969 SO FR 31371 {June 2, 2015)

{generic) S{e){1){A){ii){Il} based on afinding that the substance may be produced in substantial quantities and may reasonably be anticipated to enterthe [and environmenta! fate testing would heip characterize the PMN substance. The |82 FR 44072 {September 21, 2017)
environment in substantial quantities, and there may be significant {or substantial} human exposure to the substance. submitter has agreed to complete the testing identified in the testing section of https://www.gpo.gov/fdsy

the consent order by the confidential limits specified. nttps://www.gpo.gov/fdsys/pkg/FR-2017-09- s/okg/FR-2015-06-
21/pdf/2017-20158. pdf 02/pdf/2015-13418.pdf
P-15-583 |Butanedioic acid, alkyl amine, Not available CB} July 8, 2015 February 8, 2016 215 March 3, 2016 239 September 21, 2017 591 November 20, 2017 866|No N/A N/A The PMN states that the substance will be used as an additive to engine motor oil. Based on physical-chemical properties data, EPA predicts that {Recornmended testing: EPA has determined that the results of certain toxicity {40 CFR 721.10970. 80 FR 55613 {September 16,

dimethylbutyl ester {generic) the PMN substance will persist in the environment, couid bioaccumulate or biomagnify, and couid be toxic {PBT) to people, wild mammais, and  {and environmentai fate testing would heip characterize the PMN substance. The |82 FR 44079 {September 21, 2017) 2015)
birds. Further, based on test data onthe PMN, as we !l as SAR analysis of analogous aliphatic amines, EPA predicts toxicity to aguaticorganisms  |submitter has agreed to complete the testing identified in the testing section of
may occur at concentrations that exceed 1 ppb of the PMN substance in surface waters. The Order was issued under TSCA sections S{e){1){A){i}, ithe consentorder by the confidential limits specified. In addition, EPA has hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
S{e){1){A)i){1), and S{e){1{A}i1}{I1) based on afinding that the substance may present an unreasonable risk of injury to the environmentand  |determined that the results of a fish early-life stage toxicity test {OCSPP Test 21/ pdf/2017-20158.pdf s/pkg/FR-2015-09-
human health, the substance may be produced in substantial quantities and may reasonably be anticipated to enter the environment in Guideline 850.1400) and a daphnid chronictoxicity test {OCSPP Test Guideline 16/ pdf/2015-23297.pdf
substantial quantities, and there may be significant {or substantial) human exposure to the substance. 850.1300) would help characterize the environme ntal effects of the PMN

substance. The Order's restrictions on manufacture, processing, distributionin
commerce, and disposal will r in in effect until the Order is modified or
revoked by EPA based on submission of this or other relevant information.
P-15-672 |Carbon nanotube {generic) Not available CBI August 5, 2015 January 15, 2016 153 N/A N/A September 21,2017 615 November 20, 2017 838|No N/A N/A The PMN states that the generic {non-confidential) use of the PMN substance will be in filtration media. Based on test data on analogous Recommended testing: EPA has determined that a two-year inhalation bioassay |40 CFR 721.10971 S0 FR 64409 {October 23,
respirable, poorly solubie particulates and carbon nanotubes, EPA identified concerns for pulmonary toxicity and oncogenicity. Based on test {OPPTS 870.4200); a fish early-life stage toxicity test {OCSPP Test Guideline 82 FR 44079 {Septe mber 21, 2017) 2015)
data for other carbon nanotubes EPA identified conce rns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A){i} and [850.1400}; a daphnid chronic toxicity test {OCSPP Test Guideline 850.1300); and
S{e){1){A){ii){}}, based on afinding that the substance may present an unreasonable risk of injury to human health and the environment. an algal toxicity test {OCSPP Test Guideline 850.4500) would help characterize  {https://wwuw.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
possible health and environmental effects of the substance. Although the Order |21/pdf/2017-20158.pdf s/okg/FR-2015-10-
does not require these tests, the Order's restrictions on manufacture, 23/ pdf/2015-27031.pdf
processing, distribution in commerce, and disposal will remain in etfect untit
the Order is modified or revoked by EPA based on submission of this or other
reievant information.
P-15-678 |Metal salt of mineral acid, reaction [Not available CB} August 10, 2015 N/A N/A N/A N/A September 21, 2017 N/A November 20, 2017 833|No N/A N/A The PMN states that the generic {non-confidential) use of the substance is as an industrial paper additive. Based on SAR analysis of test dataon  {Recommended testing: EPA has determined that the results of a 90-day 40 CFR 72110972 80 FR 64409 {October 23,

products with alumina, aluminum analogous respirabie, poorly soluble particuiates, EPA identified concerns for lung toxicity if inhaled based on lung overload. As described in the [inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize |82 FR 44079 {Septe mber 21, 2017) 2015)

hydroxide, aluminum hydroxide PMN, inhalation is expected to be minimal for this use. Therefore, EPA has not determined that the proposed manufacturing, processing, or use [the human health effects of the PMN substance.

oxide {Al{OH)O), silica, titanium of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substance other than as identified in the hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy

oxide {Ti02) and 3-{triethoxysilyl)-1 PMVN may result in serious health effects. Based on this information, the PMN meets the concern criteria at § 721.170{b}{3){i1). 21/pdf/2017-20158.pdf s/pkg/FR-2015-10-

propanamine {generic} 23/ pdf/2015-27031.pdf
P-15-766 |Halogenated bisphenol A, polymer [Not available Reichhold September 2013 N/A N/A N/A N/A September 21, 2017 N/A November 20, 2017 784|No N/A N/A The PMNs state that the generic {non-confidential) use of the substances will be as resins for flame retardant polyester. Based on test data on Recornmended testing: EPA has determined that the results of a combined 40 CFR 72110973 80 FR 70201 {November 13,

with epichlorohydrin, alkenoate the confidential impurity of the PMN substance, EPA identified concerns for chronic toxicity effects to workers and the general popuiation re peated dose toxicity test {OECD Test Guideline 422) with the 82 FR 44079 {Septe mber 21, 2017) 2015)

{generic) exposed to the PMN substances. Further, based on the confidential impurity, EPA predicts toxicity to aquatic organisms may occur at re production/developmental toxicity screening test; a fish early-life stage
conce ntrations that exceed 20 ppb of the impurity in surface waters. As described inthe PMNs, EPA does not expect significant occupational toxicity test {OCSPP Test Guideline 850.1400}; a daphnid chronic toxicity test hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
exposures, general population exposures, nor releases of the substance to result in surface water concentrations that exceed 20 ppb of the {OCSPP Test Guideline 850.1300); and an algal toxicity test {OCSPP Test 21/ pdf/2017-20158.pdf s/pkg/FR-2015-11-
impurity in surface waters. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may Guideline 850.4500) would help characterize the human health and 13/pdf/2015-28842.pdf
present an unreasonable risk. EPA has determined, however, that any consumer use, any use other than as described in the PMNs, orany environmental effects of the PMN substances.
increase in production volume over 10,000 kg/yr may result in serious human health and significant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.370{b){5}{i}).

P-15-767 |Halogenated bisphenol A, polymer [Not available Reichhold September 29, 2015 N/A N/A N/A N/A September 21, 2017 N/A November 20, 2017 783|No N/A N/A The PMNs state that the generic {non-confidential) use of the substances will be as resins for flame retardant polyester. Based on test data on Recornmended testing: EPA has determined that the results of a combined 40 CFR 72110974 80 FR 70201 {November 13,

with bisphenol A diglycidyl ether the confidential impurity of the PMN substance, EPA ide ntified concerns for chronic toxicity effects to workers and the general popuiation repeated dose toxicity test {OECD Test Guideline 422) with the 82 FR 44079 {Septe mber 21, 2017) 2015)

and epoxidized phenol- exposed to the PMN substances. Further, based on the confidential impurity, EPA predicts toxicity to aquatic organisms may occur at re production/developmental toxicity screening test; a fish early-life stage

formaldehyde resin, alkenoate conce ntrations that exceed 20 ppb of the impurity in surface waters. As described inthe PMNs, EPA does not expect significant occupational toxicity test {OCSPP Test Guideline 850.1400}; a daphnid chronic toxicity test hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy

{generic) exposures, general population exposures, nor releases of the substance to result in surface water concentrations that exceed 20 ppb of the {OCSPP Test Guideline 850.1300); and an algal toxicity test {OCSPP Test 21/ pdf/2017-20158.pdf s/pkg/FR-2015-11-
impurity in surface waters. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may Guideline 850.4500) would help characterize the human health and 13/pdf/2015-28842.pdf
present an unreasonable risk. EPA has determined, however, that any consumer use, any use other than as described in the PMNs, orany environmental effects of the PMN substances.
increase in production volume over 10,000 kg/yr may result in serious human health and significant adverse environmental effects. Based on this
information, the PMN substances meet the conce rn criteria at § 721.370{b){5}{i1).

P-16-14 |Silicon, tris[dialky| phenyl)-dialkyi- [Not available CB} Cctober7, 2015 N/A N/A March 23,2016 168 September 21, 2017 N/A November 20, 2017 775|No N/A N/A The PMN states that the generic {non-confidential) use of the substance is as an ink additive. Based on test data on the PMN substance, aswell  {Recommended testing: EPA has determined that the results of a ready 40 CFR 72110975 80 FR 77626 {December 15,

dioxoalkane -naphthaiene
disulfonate {generic)

as SAR analysis of test data on analogous diketones, EPA predicts toxicity to aquatic organ may occur at concentrations that exceed 6 ppb of
the PMN substance in surface waters. As described inthe PNIN, releases of the substance during the use described in the PMN are not expected
to result in surface water concentrations that exceed 6 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or
use of the substance for the use described in the PMN may present an unreasonable risk. EPA has determined, however, that any use of the
substance resulting in surface water concentrations exceeding 6 ppb may cause significant adverse environmental effects. Based onthis

information, the PMN substance meets the conce rn criteria at § 721.170{b}{4){i) and {b){4){ii}.

biodegradability test (OECD Test Guideline 301); a fish early-Iife state toxicity
test {OCSPP Test Guideline 850.1400); and a daphnid chronic toxicity test {OCSPP
Test Guideline 850.1300) would heip characterize the environmental effects of
the PMN substance.

82 FR 44079 {September 21, 2017)

hittps://www.gpo.gov/fdsys/pkg/FR-2017-09-
21/pdf/2017-20158. pdf

2015)

https://www.gpo.gov/fdsy
s/pkg/FR-2015-12-
15/pdf/2015-31522.pdf
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Tar acids fraction {generic). October 27, 2013 N/A N/A N/A September 21, 2017 N/A November 20, 2017 The PMN states that the generic {non-confidential) use of the substance is as a polymer. Based on test data on the PMN substance, as well as Recornmended testing: EPA has determined that the results of a fish early-life |40 CFR 72110976 80 FR 77626 {December 15,
SAR analysis of test data on analogous phenols, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 45 ppb of the state toxicity test {OCSPP Test Guideline 850.1400); a daphnid chronic toxicity {82 FR 44079 {Septe mber 21, 2017) 2015)
{Reissued January 4, PWIN substance in surface waters. As described in the PMN, releases of the substance during the use described in the PMN are not expectedto  test {OCSPP Test Guideline 850.1300); and an algal toxicity test {OCSPP Test
2016} resuit in surface water concentrations that exceed 45 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or - {Guideiine 850.4500) wouid help characterize the environmental effects of the hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
use of the substance for the use described in the PMN may present an unreasonable risk. EPA has determined, however, that any use of the PMN substance. 21/ pdf/2017-20158.pdf s/pkg/FR-2015-12-
substance resulting in surface water concentrations exceeding 45 ppb may cause significant adverse environmental effects. Based on this 15/ pdf/2015-31522.pdf
information, the PMN substance meets the conce m criteria at § 721.170{b){4}{i) and {b){4){ii}.
Dialky! fattyalkylamino November 3, 2015 N/A N/A N/A September 21, 2017 N/A November 20, 2017 [The PMNSs state that the substances wiil be used as chemica! intermediates. Based on data on the PMN substances, as we!! as SAR analysis of test [Recommended testing: EPA has determined that the results of a fish early-life |40 CFR 721.10977 81 FR 1415 {January 12,
propanamide alkylamine {generic) data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN stage toxicity test {OCSPP Test Guideine 850.1400); a daphnid chronic toxicity |82 FR 44079 {September 21, 2017) 2016)
substances in surface waters. As described in the PMNs, releases of the substance are not expected to result in surface water cancentrations test {OCSPP Test Guideline 850.1300); and an aigal toxicity test {OCSPP Test
that exceed 1 ppb. Therefore, EPA has not dete rmined that the proposed manufacturing, processing, or use of the substance may present an Guideline 850.4500) wouid help characterize the environmental effects of the | https://www.gpo.gov/Tdsys/okg/FR-2017-08-  |nttps://www.gpo.gov/fdsy
unreasonable risk. EPA has determined, however, that any use of the substances resulting in surface water concentrations exceeding 1. ppb may {PMN substances. 21/ pdf/2017-20158. pdf s/pkg/FR-2016-01-
cause significant adverse environmental effects. Based on this information, the PMN substances meets the conce m criteria at § 721.170{b){4){1}. 12/pdf/2016-00433.pdf
Fattyalkylaminopropanoate ester November 3, 2015 N/A N/A N/A September 21, 2017 N/A November 20, 2017 The PMNs state that the substances will be used as chemica! intermediates. Based on data on the PMN substances, as we!! as SAR analysis of test [Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10978 S1FR 1415 {January 12,
{generic) data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN stage toxicity test {OCSPP Test Guideiine 850.1400); a daphnid chronic toxicity {82 FR 44079 {September 21, 2017) 2016)
substances in surface waters. As described in the PMNs, releases of the substance are not expected to result in surface water cancentrations test {OCSPP Test Guideline 850.1300); and an aigal toxicity test {OCSPP Test
that exceed 1 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may presentan Guideline 850.4500) would help characterize the environmental effects of the  {https://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
unreasonable risk. EPA has determined, however, that any use of the substances resulting in surface water concentrations exceeding 1 ppb may {PMN substances. 21/pdf/2017-20158. pdf 5/pka/FR-2016-01-
cause significant adverse environmental effects. Based on this information, the PMN substances meets the conce m criteria at § 721.170{b){4)({1}. 12/pdf/2016-00433.pdf
Boron sodium oxide {85Na08), November 5, 2015 N/A August 22,2016 291 September 23, 2017 N/A November 20, 2017 [The PMN states that this substance is to be used as an emergency shutdown coolant in boiling water reactors. Based on test data for boron Recommended Testing: EPA has determined that the results of a 40 CFR 721.30979 81 FR 1415 {January 12,
labeled with boron-10 compounds, the EPA identified potential human health concerns regarding reproductive effects, developmental toxicity, neurotoxicity, and re productive/developmental toxicity screening test {OPPTS 870.3550/0ECD Test |82 FR 44079 {September 21, 2017) 2016)
biood effects from exposure to the PMN substance viainhalation exposure. Further, based on SAR analysis of test data on boron compounds, Guideline 421); a fish acute toxicity test, freshwater and marine {OPPTS Test
EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1,240 ppb of the PMN substance in surface waters for greater |{Guideline 850.1075); an acute inverte brate toxicity test, freshwater daphnids https://www.gpo.gov/fdsys/okg/FR-2017-09- https://www.gpo.gov/fdsy
than 20 days per year. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and fish early life stage tests} that typically {OPPTS Test Guideline 850.1010}; and algal toxicity test {OCSPP Test Guideline  {21/pdf/2017-20158. pdf s/pkg/FR-2016-01-
range from 21 to 28 days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of the substance to surface water, from uses {850.4500) would help characterize the human health and environmental effects 12/ pdf/2016-00433.pdf
otherthan as described in the PMN, exceed releases from the use described inthe PMN. For the use described inthe PMN, inhalation and of the PN substance.
dermal exposures are expected to be minimal and envirenmental releases did not exceed 1,240 ppo for more than 20 days per year. Therefore,
EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has
determined, however, that any use of the substance other thanas listed in the PMN may result in serious human health and significant adverse
environmental effects. Based on this information, the PMN substance meet the conce rn criteriaat § 721.170{b}{3){ii) and {b){4){i1).
Perfluoropolyether modified November 13, 2015 N/A September 27, 2016 319 September 21,2017 N/A November 20, 2017 The PMN states that the substance will be used as a stain-proof coating agent for touch panel. Based on physicai-chemical properties data onthe Recommended testing: EPA has determined that the results of an indirect 40 CFR 721.10980 91 FR 1415 (January 12,
organositane {generic). PMN substance, as well as SAR analysis of test data on analogous perfluorinated chemicals and potential perfiuorinated degradation products,  [photolysis screening test: Sunlight photolysis in waters containing dissolved 82 FR 44079 {Septe mber 21, 2017) 2016)
EPAidentified concerns forirritation to skin, eyes, lungs, mucous membranes, {ung toxicity, liver toxicity, blood toxicity, male reproductive humic substances {OPPTS Test Guideline 835.5270), and simulation tests to
toxicity, immunosupression, and oncogenicity. EPA has concerns that these degradation products wili persistinthe environment, could assess the primary and ultimate biodegradability of chemicals discharged to https://www.gpo.gov/tdsys/okg/FR-2017-09- https://www.gpo.gov/fdsy
bioaccumulate or biomagnify, and could be toxic {PBT) to people, wild mammals, and birds. EPA predicts adverse effectsto human healthand  jwastewater {OPPTS Test Guideline 835.3280/0ECD Test Guide!ine 314) would 21/ pdf/2017-20158.pdf s/okg/FR-2016-01-
the environment may occur if releases of the PMN substance to surface water at production volumes higher than described inthe PMIN exceed  {help characterize the environmental effects of the PMN substance. 12/ pdf/2016-00433.p
the releases expected from the production volume described in the PMN. For the described production volume inthe PMN, significant
environmental releases are not expected. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the
substance may present an unreasonable risk. EPA has determined, however, that any substantial combined production volume increase could
result in exposures which may cause serious human health and significant adverse envirenmental effects. Based on this information, the PMN
substance meets the concern criteriaat § 721.170{b}{1){i}{D}, {b}{3){ii}, and {b}{4){iv).
Maoditied phe noi-formalde hyde November 16, 2015 N/A N/A N/A September 21, 2017 N/A November 20, 2017 The PMN states that the generic {non-confidential) use of the substance is asa flame retardant additive. Based on SAR analysis of test dataon Recommended testing: EPA has determined that the results of an acute toxicity |40 CFR 721.10981 81 FR 1415 {January 12,
resin {generic). analogous neutral organics, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 96 ppb of the PMN substance in  ftest {OPPTS Test Guideline 870.1000); a repeated dose 28-day oral toxicity study {82 FR 44079 {September 21, 2017) 2016)
{Reissued April 11, surface waters. Further, based on the alcohol groups, EPA has concern for irritation to eyes, iungs, and mucous membranes. As describedinthe  {{OPPTS Test Guideline 870.3050) in rodents; a bacterial reverse mutation test
2016) PN, releases of the substance are not expected to resuit in surface water concentrations that exceed 96 ppb and exposures to workers and {OPPTS Test Guideiine 870.5100); a mammalian erythrocyte micronucieus test | https://www.gpo.gov/fdsys/pkg/FR-2017-09-  |hitps://www.gpo.gov/Tdsy
general population are minimal due to the use as aflame retardant additive. Therefore, EPA has not determined that the proposed {OPPTS Test Guideline 870.5395); a fish early-life stage toxicity test {OCSPP Test |21/pdf/2017-20158.pdf s/pkg/FR-2016-01-
manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that use of the substance  {Guideline 850.1400}; a daphnid chronic toxicity test {OCSPP Test Guideline 12/ pdf/2016-00433.pdf
other than as stated in the PMN or any use of the substance resulting in surface water concentrations exceeding 96 ppb may result in serious 850.1300); and an algal toxicity test {OCSPP Test Guideline 850.4500} would help
human health and significant adverse environmenta! effects. Based on this information, the PMN substance meets the concern criteria at characterize the human health and environmental effects of the PMN
§ 721.170{0){3){i1) and {b){4){ii}. substance.
Disubstituted benzene alkanal November 20, 2015 N/A June 9, 2016 202 September 21, 2017 N/A November 20, 2017 The PMN states that the generic {non-confidential) use of the substance wili be as a component for house hoid products, inciuding cleaning, Recommended testing: EPA has determined that resuits of a 90-day oral toxicity {40 CFR 721.10982 81 FR 1415 {January 12,
{generic). fabricand air care. Based on SAR anaiysis of test data on analogous structurally similar substances, EPA identified concerns for developmental test {OPPTS Test Guideline 870.3100) in rats via the gavage route, and a 82 FR 44079 {Septe mber 21, 2017) 2016)
toxicity from dermal exposures of the PMN substance to workers and consumers. For the use described in the PVIN, dermal exposures are not developmental toxicity test OPPTS Test Guideline 870.3650) in rats via the
expected based on the use of impervious gloves, and consumer dermal exposures are expected to be minimal. Therefore, EPA has not savage route would help characterize the effects of the PMN substance. https://www.gpo.gov/fdsys/pkg/FR-2017-00-  |https://www.gpo.gov/fdsy
determined that the proposed manufacturing, processing, or use of the substances may present an unreasonabie risk. EPA has determined, 21/pdf/2017-20158.pdf s/pkg/FR-2016-01-
however, that any use of the PMN substance without the use of dermal protection, where there is a potential for dermal exposures, or any use 12/ pdf/2016-00433.pdf
of the PMN substance other than for the use specified in the PMN may result in serious human health effects. Based on this infermation, the
PN substance meet the concern criteria at § 721.170{b){3}{ii).
Phthalicanhydride, polymer with November 21, 2015 N/A N/A N/A September 21, 2017 N/A November 20, 2017 The PMN states that the generic {non-confidentiai) use of the substance is as a coating component. Based on SAR analysis of test dataon Recommended testing: EPA has determined that the results of a water solubility {40 CFR 721.10983 S1FR 1415 {January 12,
alkylene glycol and aikanepolyol, analogous acrylates, EPA predicts toxicity to aquatic organisms may occur at conce ntrations that exceed 1 ppb of the PMN substance insurface  jtest {OPPTS Test Guideline 830.7840, a fish acute toxicity test, freshwater and 82 FR 44079 {September 21, 2017) 2016}
acryiate {generic). {Reissued May 13, waters. As described in the PMN, releases of the substance during the use described inthe PMN are not expected to resuit in surface water marine {OPPTS Test Guideline 850.1075); an acute invertebrate toxicity test,
2016) concentrations that exceed 1 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance for  freshwater daphnids {OCSPP Test Guideline 850.1010); and algal toxicity test hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
the use described inthe PMN may present an unreasonable risk. EPA has determined, however, that any use of the substance resuiting in {GCSPP Test Guideline 850.4500); wouid help characterize the environmental  |21/pdf/2017-20158. pdf s/okg/FR-2016-01-
surface water conce ntrations exceeding 1 ppb may cause significant adverse environmental effects. Based on this information, the PMN effects of the PMN substance. 12/ pdf/2016-00433.pdf
supstance meets the concern criteria at § 721.170{b)}{4){i1).
2-Pyridinecarboxyiic acid, 4,5- November 24, 2015 N/A July 25,2016 244 September 21, 2017 N/A November 20, 2017 The PMN states that the generic {non-confidentiai) use of the substance is as a feed stock for an intermediate. Based on SAR anaiysis of test data {Recommended testing: EPA has dete rmined that the results of an acute toxicity 140 CFR 721.10984 S1FR 1415 {January 12,
-chloro-2-fluoro-3- on analogous halopyridines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 8 ppb of the PVIN substance in  [test {OPPTS Test Guideline 870.1000); a repeated dose 28-day oral toxicity study |82 FR 44072 {September 21, 2017) 2016)
methoxyphenyl)- surface waters. Further, based on the acid moiety, EPA has concern for irritation to eyes, lungs, and mucous membranes. As described inthe {OPPTS Test Guideline 870.3050} in rodents; a bacterial reverse mutation test
PN, releases of the substance are not expected to result in surface water concentrations that exceed 8 ppb and exposures to workers and {OPPTS Test Guideline 870.5100); a mammalian erythrocyte micronucieus test  ihttps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
general population are minimal due to the use as an intermediate. Therefore, EPA has not determined that the proposed manufacturing, {OPPTS Test Guideline 870.5395); a fish acute toxicity test, freshwater and 21/pdf/2017-20158. pdf 5/pka/FR-2016-01
processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that use of the substance otherthan as an {marine {OPPTS Test Guide!ine 850.1075); an acute invertebrate toxicity test, 12/ pdf/2016-00433.pdf
intermediate or any use of the substance resulting in surface water concentrations exceeding 8 ppb may resuit in serious human health and freshwater daphnids {OCSPP Test Guideline 850.1010); and an algal toxicity test
significant adverse environmental effects. Based on this information, the PMN substance meets the concern criteria at § 722.170{b){3){ii) and  {{OCSPP Test Guideline 850.4500) would help characterize the human health and
{b}4){i1). environmental effects of the PMN substance.
Dialkylamino aikylamide inner salt December 15, 2015 N/A N/A N/A September 21,2017 N/A November 20, 2017 The PMNs state that the generic {non-confidential) use of these substances is in oil production. Based on SAR analysis of test data on analogous |Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10985 91 FR 7337 (February 11,
{generic). aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substances in surface stage toxicity test {OCSPP Test Guideline 850.1400); a mysid chronictoxicity test |82 FR 44079 {September 21, 2017) 2016)
waters. As described in the PMNs, releases of these substances are not expected to result in surface water concentrations that exceed 1 ppb. {OCSPP Test Guideline 850.1350); and an algal toxicity test {OCSPP Test
[Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may present an unreasonable risk. Guideline 850.4500) would help characterize the environmentai effects of the  [https://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
EPA has determined, however, that any use of the substances resuiting in surface water concentrations exceeding 1 ppb may cause significant PMN substances. Testing should be conducted on PMN substance P-16-139. 21/ pef/2017-20158. pdf s/okg/FR-2016-02-
adverse environmental effects. Based on this information, the PMN substances meets the concern criteria at § 721.1706{b){4){ii}. 11/ pdf/2016-02830.pdf
Dialkylamino alkylamide inner salt December 15, 2015 N/A N/A N/A September 21, 2017 N/A November 20, 2017 The PMNs state that the generic {non-confidential) use of these substances is in oil production. Based on $SAR analysis of test data on analogous {Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 72110985 81 FR 7337 {February 11,
{generic). aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PWVIN substances in surface stage toxicity test {OCSPP Test Guideiine 850.1400); a mysid chronictoxicity test 82 FR 44079 {September 21, 2017) 2016)
waters. As described in the PMNs, releases of these substances are not expected to result in surface water concentrations that exceed 1 ppb. {OCSPP Test Guideline 850.1350); and an algal toxicity test {OCSPP Test
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may present an unreasonable risk. Guideline 850.4500} would help characterize the environmental effects of the hittps://www.gpo.gov/fdsys/pkg/FR-2017-09- 'fwww.gpo.gov/Tdsy
EPA has determined, however, that any use of the substances resuiting in surface water concentrations exceeding 1 ppb may cause significant PMN substances. Testing should be conducted on PMN substance P-16-139. 21/ pdf/2017-20158.pdf s/pkg/FR-2016-02-
adverse environmental effects. Based on this information, the PMN substances meets the concern criteria at § 721.1706{b){4){ii}. 11/ pdf/2016-02830.pdf
Dialkylamino atkylamide inner salt December 15, 2015 N/A N/A N/A September 21, 2017 N/A November 20, 2017 The PMNs state that the generic {non-confidentiai} use of these substances is in oil production. Based on SAR analysis of test data on analogous |Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10985 81 FR 7337 {February 11,
(generic). stage toxicity test {OCSPP Test Guideine 850.1400); a mysid chronic toxicity test |82 FR 44079 {Septe mber 21, 2017) 2016)
{OCSPP Test Guideline 850.1350); and an algal toxicity test {OCSPP Test
cessir Guideline 850.4500) would help characterize the environmental effects of the  {nhttps://www.gpo.gov/Tdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
EPA has determined, however, that any use of the substances resuiting in surface water concentrations exceeding 1 ppb may cause significant  [PIMN substances. Testing should be conducted on PMN substance P-16-139, 21/ pdf/2017-20158. pdf s/okg/FR-2016-02-
adverse environmental effects. Based on this information, the PMN substances meets the concern criteria at § 721.170{b}{4){ii). 11/ pdf/2016-02830.pdf
Nanocarbon {generic) January 8, 2016 June 21, 2016 October 3, 2016 269 September 21, 2017 457 November 20, 2017 The PMN states that the substance will be used as an additive to composite materials. Based on test data on analogous respirable, poorly solubie [Recommended testing: EPA has dete rmined that the deveiopment of data on 40 CFR 721.10986 S1FR 14106 {March 16,
particulates and nanocarbon materials, EPA identified concerns for pulmonary toxicity and oncogenicity. Based on test data for other certain physical-chemical properties, as weil as certain human health and 82 FR 44079 {September 21, 2017) 2016
nanocarbon materials EPA identified concerns for environmental toxicity. The Order was issued under TSCA sections S{e){1){A}{i) and environme ntal toxicity testing would help characterize possible effects of the
S{e}{13{A){i){1}, based on a finding that the substance may present an unreasonabie risk of injury to human heaith and the envirenment. substance. The submitter has agreed to provide a dustiness test {European nttps://www.gpo.gov/fdsys/pkg/FR-2017-09- https://www.gpo.gov/fdsy
Standard EU15051) by six months from commencement of manufacture. in 21/ pdf/2017-20158. pdf s/okg/FR-2016-03
addition, the submitter has agreed not to exceed the confidential production 16/ pdf/2016-05970.pdf
limit without performing a 90-day inhatation toxicity test (OPPTS Test Guideiine
870.3465 or OECD Test Guideline 413) in rats with a post-exposure observation
period of up to @ months {including BALF analysis, a determination of
cardiovascular toxicity {clinically-based blood/plasma protein analyses), and
histopathology of the heart). Although the order does not require atwo-year
inhalation bioassay {OPPTS Test Guideline 870.4200), a daphnid chronic toxicity
test {OPPTS Test Guideline 850.1300), a fish early-life stage toxicity test {OCSPP
Test Guideline 850.1400), or an algal toxicity test {OCSPP Test Guideline
850.4500), the Order's restrictions on manufacture, processing, distributionin
commerce, and disposal will remain in effect until the Orderis modified or
revoked by EPA based on su on of this or other relevant information.
Barium molybdenum niobium February 12, 2016 N/A February 2, 2017 356 September 21, 2017 N/A November 20, 2017 The PMN states that the generic {non-confidentiai) use of the substance is as a glass coating. Based on SAR analysis of test data on the analogous {Recommended testing: EPA has dete rmined that the results of a 90-day 40 CFR 721.10987 S1FR 20633 {Aprii 8, 2016)
tantalum telturium vanadium zinc respirable, poorly soluble particulates, EPA identified conce s for lung effects to workers exposed to the PMN substance. As described inthe  {subchronictoxicity test {OPPTS Test Guideline 870.3465) via the inhalation route |82 FR 44079 {Septe mber 21, 2017)
oxide PMN, worker exposure witi be minimai due to the use of adequate respiratory protection. Therefore, EPA has not determined that the proposed |with a 60-day hoiding pericd wouid help characterize the human health effects https://www.gpo.gov/fdsy
manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that use of the substance |of the PMN substance. nttps://www.gpo.gov/fdsys/pkg/FR-2017-09- s/okg/FR-2016-04-
without a National Institute for Occupational Safety and Health {NIOSH)-certified respirators with an assigned protection factor {APF} of at ieast 21/pdf/2017-20158. pdf 08/ pdf/2016-08135.pdf
10, where there is potential respiratory exposure, any use other thaninthe PMN, or domestic manufacture may resuit in serious human health
effects. Based on this information, the PMN substance meets the concern criteria at § 721.370{b){3}{ii).
Alkanoic acids, esters with January 14, 2016 N/A July 14, 2016 182 September 21,2017 N/A November 20, 2017 The PMN states that the generic {non-confidential} use of the substance isas a grease. Based on SAR analysis of test data on analogous esters,  {Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10988 91 FR 14106 {March 16,

alkanetriol {generic).

EPA predicts toxicity to aguatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in surface waters. As described in
the PN, releases of the substance are not expected to result in surface water concentrations that exceed 1 ppb. Therefore, EPA has not
determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined,
however, that any use of the substance resulting in surface water concentrations exceeding 1 ppb may cause significant adverse environmental
effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4}{ii).

stage toxicity test {OCSPP Test Guideline 850.1400); a daphnid chronic toxicity
test {OCSPP Test Guideiine 850.1300); and an algal toxicity test {OCSPP Test
Guideline 850.4500) would help characterize the environmentai effects of the
PN substance.

22 FR 44079 {September 21, 2017)

https://www.gpo.gov/tdsys/pkg/FR-2017-09-
21/pelf/2017-20158.pdf

2016)

https://www.gpo.gov/fdsy
s/okg/FR-2016-03-
16/pdf/2016-05970.pdf
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January 15, 2016

The PMN stales that the generic {non-confidential) use of the substances will be as resins. Based on SAR analysis of test data on analogous
compounds, EPA identified concerns for systemic effects 1o the thyroid and pituitary gland, liver toxicity, developmental and re productive
toxicity, and mutagenicity. There are also concerns for immunotoxicity, re productive and deve lopme nial toxicity, neurotoxicity, blood effects,
and kidney toxicity, and uncertain concerns for asthma and oncogenicity, based on manganese, and concerns for developmental toxicity for
branched acid hydrolysis products, by analogy to valproic acid and other acids that are branched on the carbon adjacent to the acid group, all
based on exposure to the PMN substances via inhalation or dermal exposure. As described inthe PMN, exposure is expected to be minimal due
to negligible inhalation exposures and use of adequate dermal personal protection equipment. Therefore, EPA has not determined that the
proposed manufacturing, processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any
domestic manufacture; any manufacture of the PMN substances at a concentration greater than 10% in any formulation; or any use of the PMN
substances without the use of chemical impervious gloves, where there is a potential for dermal exposures may resultin serious human heaith
effects. Based on this information, the PMN substances meet the concern criteria at 40 CFR 721.170{b){3){ii).

Recornmended testing: EPA has determined that the results of a combined
repeated dose toxicity re production/development toxicity screening test {OECD
Test Guideline 422) would heip characterize the human heaith effects of the
PMN substances.

40 CFR 72110989 (P-16-182, chemical A}, 40 CFR
721.10990 {P-16-182, chemical 8), 40 CFR
721.10991.{P-16-182, che ), and 40 CFR
721.10992 {P-16-182, chemical D)

22 FR 44079 {September 21, 2017)

https://www.gpo.gov/tdsys/pkg/FR-2017-09-
21/pelf/2017-20158.pdf

81 FR 14106 {March 16,
2016)

https://www.gpo.gov/fdsy
s/pkg/FR-2016-03-
16/ pdf/2016-05970.pdf

[Aryl polyolefin (generic).

Not available.

January 19, 2016

The PMIN states that the generic {non-confidentiai) use of the substance wili be as a lubricant. Based on analogy to C10-13 alkyl derivatives of
benzene, EPAidentified concerns for reproductive and developmental toxicity to workers exposed to the PMN substance based on exposure to
the PMN substance via dermal exposure. As described in the PMN, exposure is expected te be minimal due to use of adequate dermal personal
protection equipment. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an
unreasanable risk. EPA has determined, however, that use of the substance other than as descrived inthe PMN, or any use without the use of
dermal protection where there is a potential for dermal exposures may cause serious human health effects. Based on this information, the PMIN
substance meets the concern criteria at 40 CFR 721.170(b)

Recommended testing: EPA has determined that the results of a two-generation
re production toxicity test (OECD Test Guideline 416} would help characterize
the human health effects of the PMN substance.

40 CFR 721.10993
82 FR 44079 {Septernber 21, 2017)

hittps://www.gpo.gov/fdsys/pkg/FR-2017-09-
21/pdf/2017-20158. pdf

S1FR 14106 {March 16,
2016}

https://www.gpo.gov/fdsy
5/pkg/FR-2016-03
16/ pdf/2016-05970.pdf

Melamine nitrate {generic).

Not available

March 16, 2016

[The PIVIN states that the generic {non-confidential) use of the substance is as a gas generant for automobile air bag inflators. Based on test data
on the PMN substance, as well as SAR analysis of test data on analogous melamines, EPA predicts toxicity to aguatic organisms may occur at
conce ntrations that exceed 14 ppb of the PMN substance in surface waters. As described inthe PMN, releases of the substance during the use
described in the PMN are not expected to result in surface water concentrations that exceed 14 ppb. Therefore, EPA has not determined that the
proposed manufacturing, processing, or use of the substance for the use described in the PMN may present an unreascnabie risk. EPA has
determined, however, that any use of the sulstance resulting in surface water concentrations exceeding 14 ppb may cause significant adverse
environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4){i} and {b){4}{i}).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OCSPP Test Guidefine 850.1400) and a daphnid chronic
toxicity test {OCSPP Test Guideline 850.1300} would help characterize the
environmental effects of the PVN substance.

40 CFR 72110994
82 FR 44079 {Septernber 21, 2017)

https://www.gpo.gov/fdsys/okg/FR-2017-09-
21/pdf/2017-20158. pdf

51 FR 26224 {Viay 2, 2016)

https://www.gpo.gov/fdsy
s/pkg/FR-2016-05-
02/pdf/2016-10228.pdf

Lecithins, soya, hydrogenated

308068-11-3

March 18, 2016

The PMN stales that the generic {non-confidential) use of the substance is an ingredient in a formulated product. Based on SAR analysis of test
data on analogous amphoteric surfactants, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN
substance in surface waters. As described inthe PMN, releases of the substance during the use described in the PMN are not expected to result
in surface water concentrations that exceed 1 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of
the substance for the use described in the PMN may present an unreasonabie risk. EPA has determined, however, that any use of the substance
resuiting in surface water concentrations exceeding 1 ppb may cause significant adverse environmental effects. Based on this information, the
PN substance meets the concern criteria at § 721.170{b){4}{i}).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guid.
invertebrate acute toxicity test, freshwater daphnids {OCSPP Test Guideline
850.1010); an algal toxicity test {OCSPP Test Guide [ine 850.4500); a fish early-life
stage toxicity test {OCSPP Test Guide fine 850.1400); and a daphnid chronic
toxicity test {OCSPP Test Guideline 850.1300} would help characterize the
environmental effects of the PVN substance.

40 CFR 72110995

ic |82 FR 44079 {September 21, 2017)

hittps://www.gpo.gov/fdsys/pkg/FR-2017-09-
21/pdf/2017-20158. pdf

81FR 26224 (Viay 2, 2016}

hitps://wirw.gpo.gov/fdsy
s/pkg/FR-2016-05-
02/ pdf/2016-10229.pdf

Coke {coal}, secondary pitch 04113-91-4 April 5, 2012 The PMN states that the generic {non-confidentiai} use of the substance wil! be in the carbon graphite industry. Based on SAR analysis of test Recommended testing: EPA has determined that the deveiopment of dataon 40 CFR 721.10928 77 FR 24705 {Aprii 25, 2012}
data on analogous respirabie, poorly scluple particuiates, subcategary carben black, EPA identified concerns for lung effects and cancer to certain physical-chemical properties, as weil as certain human health toxicity 81FR 81250 {November 17, 2016}
workers exposed to the PMN substance by the inhalation route. The Order was issued under TSCA sections S{e){1)}{A}{i) and {e { {A)i1}{0) testing wouid help characterize possible effects of the substance. The submitter spo.gov/fdsy
based on a finding that the substance may present an unreasonabie risk of injury to human health. has agreed to provide the physical/chemical properties data and a 90-day https://www.gpo.gov/Tdsys/pkg/FR-2016-11- s/pkg/FR-2012-04-
inhalation toxicity test {OPPTS Test Guideline 870.3465) in rats with a post- 17/ pdf/2016-27326. pdf 25/ pdf/2012-9919. pdf
exposure observation period of 60 days {including BALF analysis) before
exceeding the production volume {imits in the consent order. Although the
order does not require a two-year inhalation bioassay {OPPTS Test Guideline
370.4200), the Order's restrictions on manufacture, processing, distributionin
commerce, and disposal will remain in effect until the Orderis modified or
revoked by EPA based on submission of this or other reievant information
Single-walled carbon nanotubes Claimed July 11, 2013 The PMNSs state that the use of the PMN substances wiil be as: a semi-conductor, conductive, or resistive element in electroniccircuitry and Recommended testing: EPA has determined that the deveiopment of dataon 40 CFR 721.10929. 79 FR 38288 {Juiy 7, 2014}
(generic). confide ntial. devices; an electro-mechanical switch in electronic dircuitry and devices; a film laminate to improve structural, electrical or electro-chemical certain physical-chemical properties, as well as certain human health and 81 FR 81250 {November 17, 2016}
properties of composite materials; a film laminate to improve conductivity in batteries, capacitors and fuels celis; with composite materialsto  {environmental toxicity testing would help characterize possivle effects of the hitps://wirw.gpo.gov/fdsy
improve their mechanical properties and electrical conductivities; catalyst support for use in fuel cells; in a nanoporous network in gas diffusion Isubstance. The submitter has agreed to provide the physical/chemical https://www.gpo.gov/Tdsys/pkg/FR-2016-11- s/pkg/FR-2014-07-
layers; for separation of chemicals; an additive to improve corrosion resistance of metals; an additive in lubricants and greases to improve wear |properties data within the specified time [imits. In addition, the submitter has  |17/pdf/2016-27326.pdf 07/ pdf/2014-15760.pdf
resistance; an additive for transparency and conductivity in electronic devices; an additive for fibers in structural and electrical applications; an  [agreed not to exceed the confidential production limit without performing a 90-
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirabie, poorly soluble particulates and other day inhalation toxicity test {OPPTS Test Guideline 870.3465 or OECD Test
carbon nanatubes, EPA identified concerns far puimonary toxicity and oncogenicity. Based on test data for other carbon nanotubes, EPA Guideline 413) in rats with a post-exposure observation pericd of up to 9
identified concerns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A}{i} and 5{e}{1){A}{i1}{1}, based onafinding months {inciuding BALF analysis, a determination of cardiovascular texicity
that the substances may presentan unreasonable risk of injury to human health and the environment. {clinically-based blood/plasma protein analyses), and histopathology of the
heart). Although the order does not require a two-year inhalation bioassay
{OPPTS Test Guideiine 870.4200), a daphnid chronic toxicity test {OPPTS Test
Guideline 850.1300), a fish early-life stage toxicity test {OPPTS Test Guideline
350.1400), or an algal toxicity test (OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on
submission of this or other relevant information.
Single-wailed carbon nanotubes Claimed July 11, 2033 The PMNs state that the use of the PMN substances will be as: a semi-conductor, conductive, or resistive element in electroniccircuitry and Recommended testing: EPA has determined that the development of dataon 40 CFR 721.10929. 79 FR 38288 {July 7, 2014)
{generic). confidential. devices; an electro-mechanical switch in electronic circuitry and devices; a film laminate to improve structural, electrical or ejectro-chemical certain physical-chemical properties, as well as certain human health and 81FR 81250 {November 17, 2016)
properties of composite materials; afilm laminate to improve conductivity in batteries, capacitors and fuels celis; with composite materialsto  lenvironmenta! toxicity testing would help characterize possible effects of the https://www.gpo.gov/fdsy
improve their mechanical properties and electrical conductivities; catalyst support for use in fuel cells; in a nanoporous network in gas diffusion |substance. The submitter has agreed to provide the physical/chemical https://www.gpo.gov/fdsys/pkg/FR-2016-11- s/pkg/FR-2014-07-
layers; for separation of chemicals; an additive to improve corrosion resistance of metals; an additive in lubricants and greases to improve wear |properties data within the specified time limits. In addition, the submitter has | 17/pdf/2016-27326.pdf 07/ pdf/2014-15760.pdf
resistance; an additive for transparency and conductivity in electronic devices; an additive for fibers in structural and electrical applications; an  |agreed not to exceed the confidential production limit without performing a 90-
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirable, poorly soluble particulates and other day inhalation toxicity test {OPPTS Test Guideline 870.3465 or OECD Test
carbon nanotubes, EPA identified concerns for puimonary toxicity and oncoge nicity. Based on test data for other carbon nanotubes, EPA Guideline 413) in rats with a post-exposure observation period of up to 9
identified concerns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A}{i} and S{e}{ 1}{A}i1}{1}, based on afinding months {including BALF analysis, a determination of cardiovascular toxicity
that the substances may present an unreasonable risk of injury to human heaith and the envirenment. {clinically-based biocd/plasma protein analyses), and histopathology of the
heart}. Aithough the order does not require a two-year inhalation bioassay
{OPPTS Test Guideline 870.4200), a daphnid chronic toxicity test {OPPTS Test
Guideiine 850.1300), a fish early-life stage toxicity test {OPPTS Test Guideline
850.1400), or an algal toxicity test {OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on
submission of this or other relevant information.
Single-walled carbon nanotubes Claimed July 11, 2013 The PMNs state that the use of the PMN substances will be as: a semi-conductor, conductive, or resistive element in electronic circuitry and Recommended testing: EPA has determined that the development of dataon 40 CFR 721.10929. 79 FR 38288 {Juiy 7, 2014}
{generic). confidential. devices; an electro-mechanical switch inelectronic circuitry and devices; a film laminate to improve structural, electrical or electro-chemical certain physical-chemical properties, as well as certain human healthand 81FR 81250 {November 17, 2016)
{Reissued June 22, properties of composite materials; afilm laminate to improve conductivity in batteries, capacitors and fuels cells; with composite materialsto  {envirenmental toxicity testing would help characterize possiole effects of the https://www.gpo.gov/fdsy
2016) improve their mechanical properties and electrical conductivities; catalyst support for use in fuel cells; in a nanoporous network in gas diffusion |substance. The submitter has agreed to provide the physical/chemical hittps://www.gpo.gov/fdsys/pkg/FR-2016-11- s/okg/FR-2014-07-
layers; for separation of chemicals; an additive to improve corrosion resistance of metais; an additive in lubricants and greases to improve wear |properties data within the specified time limits. In addition, the submitter has |17/pdf/2016-27326.pdf 07/pdf/2014-15760.pdf
resistance; an additive for transparency and conductivity in electronicdevices; an additive for fibers in structural and electrical applications; an  |agreed not to exceed the confidential production limit without performing a 90
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirabie, poorly soluble particuiates and other day inhalation toxicity test {OPPTS Test Guideline 870.3465 or OECD Test
carbon nanotubes, EPA identified concerns for puimonary toxicity and oncoge nicity. Based on test data for other carbon nanotubes, EPA Guideline 413) in rats with a post-exposure observation period of up to 9
identified concerns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A){i} and S{e){1}{A}(i}}{1}, based onafinding months {inciuding BALF analysis, a determination of cardiovascular toxicity
that the substances may present an unreasonable risk of injury to human health and the environment. (clinically-based blood/plasma protein analyses), and histopathology of the
heart}). Although the order does not require a two-year inhalation bicassay
{OPPTS Test Guideline 870.4200), a daphnid chronic toxicity test {OPPTS Test
Guide!ine 850.1300}, a fish early-life stage toxicity test {OPPTS Test Guideline
850.1400}, or an algal toxicity test {OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on
submission of this or other relevant information.
Single-wailed carbon nanotubes Claimed July 11, 2013 The PMNSs state that the use of the PMN substances will be as: a semi-conductor, conductive, or resistive element in electronic circuitry and Recommended testing: EPA has determined that the development of dataon 40 CFR 721.10929. 79 FR 38288 (July 7, 2014}
{generic). confidential. devices; an electro-mechanical switch in electronic circuitry and devices; a film laminate to improve structural, electrical or electro-chemical certain physical-chemical properties, as we!! as certain human health and 81FR 81250 {November 17, 2016}
properties of composite materials; afilm laminate to improve conductivity in batteries, capacitors and fuels celis; with composite materialsto  lenvironmental toxicity testing would help characterize possible effects of the https://www.gpo.gov/fdsy
improve their mechanical properties and electrical conductivities; catalyst support for use in fuei cells; in a nanoporous network in gas diffusion isubstance. The submitter has agreed to provide the physical /chemical hittps://www.gpo.gov/fdsys/pkg/FR-2016-11- s/pkg/FR-2014-07-
layers; for separation of chemicals; an additive to imprave corrosion resistance of metals; an additive in lubricants and greases to improve wear |properties data within the specified time {imits. In addition, the submitter has | 17/paf/2016-27326.pdf 07/ pdf/2014-15760.pdf
resistance; an additive for transparency and conductivity in electronic devices; an additive for fibers in structural and electrical applications; an  agreed not to exceed the confidential production limit without performing a 90-
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirabie, poorly soluble particuiates and other day inhalation toxicity test {OPPTS Test Guide!ine 870.3465 or OECD Test
carbon nanotubes, EPA identified concerns for puimonary toxicity and oncogenicity. Based on test data for other carbon nanotubes, EPA Guideline 413} in rats with a post-exposure observation period of up to 9
identified concerns for environmental toxicity. The Order was issued under TSCA sections 5{e}{1){A}{i} and 5{e}{1}{A}{ii}{1}, based on afinding  Imonths {including BALF analysis, a determination of cardiovascular toxicity
that the substances may present an unreasonable risk of injury to human heaith and the environment. {clinically-based biood/plasma protein analyses), and histopathology of the
heart}. Aithough the order does not require a two-year inhalation bioassay
{OPPTS Test Guideline 870.4200), a daphnid chronic toxicity test {OPPTS Test
Guideline 850.1300}, a fish early-life stage toxicity test {OPPTS Test Guideline
850.1400), or an algal toxicity test {OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on
su on of this or other relevant information.
Single-walled carbon nanotubes Claimed June 30, 2014 The PMNs state that the use of the PMIN substances will be as: a semi-conductor, conductive, or resistive element in electronic circuitry and Recommended testing: EPA has determined that the development of dataon 40 CFR 721.10929. 79 FR 55460 {September 16,

{generic).

confidential.

devices; an electro-mechanical switch in electronic circuitry and devices; a film laminate to improve structural, electrical or electro. mical
properties of composite materials; afilm laminate to improve conductivity in batteries, capacitors and fuels cells; with composite materials to
improve their mechanical properties and electrical conductivities; catalyst support for use in fue! cells; in a nanoporous network in gas diffusion
layers; for separation of chemicals; an additive to improve corrosion resistance of metais; an additive in lubricants and greases to improve wear
resistance; an additive for transparency and conductivity in electronic devices; an additive for fibers in structural and electrical applications; an
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirabie, poorly soluble particulates and other
carbon nanotubes, EPA identified concerns for puimonary toxicity and ancoge nicity. Based on test data for other carbon nanotubes, EPA
identified concerns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A}{i} and S{e}{1){A)}{i}}{1}, based onafinding
that the substances may present an unreasonable risk of injury to human health and the environment.

certain physical-chemical properties, as well as certain human health and
environmental toxicity testing would help characterize possible effects of the
substance. The submitter has agreed to provide the physical/chemical
properties data within the specified time limits. In addition, the submitter has
agreed not to exceed the confidential production limit without performing a 90-
day inhalation toxicity test {OPPTS Test Guideiine 870.3465 or OECD Test
Guideline 413} in rats with a post-exposure abservation period of up to 9
months {inciuding BALF analysis, a determination of cardiovascular toxicity
{ciinically-based biood/plasma protein analyses), and histopathology of the
heart}. Afthough the order does not require a two-year inhalation bioassay
{OPPTS Test Guideline 870.4200), a daphnid chronictoxicity test {OPPTS Test
Guideline 850.1300}, a fish early-life stage toxicity test {OPPTS Test Guideline
850.1400), or an algal toxicity test {OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on

submission of this or other relevant information.

81FR 81250 {November 17, 2016}

https://www.gpo.gov/fdsys/okg/FR-2016-11-
17/pdf/2016-27326.pdf

2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/ pdf/2014-22037.pdf

ED_005294A_00000008-00005



P-14-656

Single-wailed carbon nanotubes
{generic).

Claimed
confidential.

Nano-C, Inc

N/A

January 17, 2017

N/A

N/A

The PMNs state that the use of the PMN substances will be as: a semi-conductor, conductive, or resistive element in electronic circuitry and
devices; an electro-mechanical switch in electronic dircuitry and devices; a film laminate to improve structural, electrical or electro-chemical
properties of composite materials; afilm laminate to improve conductivity in batteries, capacitors and fuels celis; with composite materials to
improve their mechanical properties and electrical conductivities; catalyst support for use in fuel cells; in a nanoporous network in gas diffusion
layers; for separation of chemicals; an additive to improve corrosion resistance of metals; an additive in lubricants and greases to improve wear
resistance; an additive for transparency and conductivity in electronic devices; an additive for fibers in structural and electrical applications; an
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirabie, poorly soluble particulates and other
carbon nanatubes, EPA identified concerns far puimonary toxicity and oncogenicity. Based on test data for other carbon nanotubes, EPA
identified concerns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A}{i} and 5{e}{1){A}{i1}{1}, based onafinding
that the substances may present an unreasonable risk of injury to human heailth and the environment.

Recommended testing: EPA has determined that the deveiopment of data on
certain physical-chemical properties, as well as certain human health and
environmental toxicity testing would help characterize possible effects of the
substance. The submitter has agreed to provide the physical /chemical
properties data within the specified time limits. In addition, the submitter has
agreed not to exceed the confidential production [imit without performing a 90-
day inhalation toxicity test {OPPTS Test Guideline 870.3465 or OECD Test
Guideline 413) in rats with a post-exposure observation pericd of up to 9
months {inciuding BALF analysis, a determination of cardiovascular toxicity
{clinically-based blood/plasma protein analyses), and histopathology of the
heart). Although the order does not require a two-year inhalation bioassay
{OPPTS Test Guideiine 870.4200), a daphnid chronic toxicity test {OPPTS Test
Guideline 850.1300), a fish early-life stage toxicity test {OPPTS Test Guideline
350.1400), or an algal toxicity test (OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on
submission of this or other relevant information.

40 CFR 72110929,
81 FR 81250 {November 17, 2016)

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 35460 {September 16,
2014)

https://www.gpo.gov/fdsy
s/pkg/FR-2014-09-
16/ pdf/2014-22037 pdf

P-14-657

Single-wailed carbon nanotubes
{generic).

Claimed
confidential.

Nano-C, Inc

N7A

January 17, 2017

The PMNs state that the use of the PMN substances will be as: a semi-conductor, conductive, or resistive element in electroniccircuitry and
devices; an electro-mechanical switch in electronic circuitry and devices; a film laminate to improve structural, electrical or electro-chemica!
properties of composite materials; afilm laminate to improve conductivity in batteries, capacitors and fuels cells; with composite materials to
improve their mechanical properties and electrical conductivities; catalyst support for use in fuei cells; in a nanoporous network in gas diffusion
layers; for separation of chemicals; an additive to improve corrosion resistance of metals; an additive in lubricants and greases 1o improve wear
resistance; an additive for transparency and conductivity in electronic devices; an additive for fibers in structural and electrical applications; an
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirable, poorly soluble particulates and other
carbon nanotubes, EPA identified concerns for puimonary toxicity and oncoge nicity. Based on test data for other carbon nanotubes, EPA
identified concerns for environmental toxicity. The Order was issued under TSCA sections 5{e){1){A}{i} and S{e}{ 1}{A}i1}{1}, based on afinding
that the substances may present an unreasonable risk of injury to human heaith and the envirenment.

Recommended testing: EPA has determined that the development of dataon
certain physical-chemicai properties, as we!! as certain human health and

e nvironme ntal toxicity testing would help characterize possible effects of the
substance. The submitter has agreed to provide the physical /chemical
properties data within the specified time {imits. In addition, the submitter has
agreed not to exceed the confidential production limit without performing a 90-
day inhalation toxicity test {OPPTS Test Guideline 870.3465 or OECD Test
Guideline 413) in rats with a post-exposure observation period of up to 9
months {including BALF analysis, a determination of cardiovascular toxicity
{clinically-based biocd/plasma protein analyses), and histopathology of the
heart}. Aithough the order does not require a two-year inhalation bioassay
{OPPTS Test Guideline 870.4200), a daphnid chronic toxicity test {OPPTS Test
Guideiine 850.1300), a fish early-life stage toxicity test {OPPTS Test Guideline
850.1400), or an algal toxicity test {OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will remain in effect until the Order is modified or revoked by EPA based on
submission of this or other relevant information.

40 CFR 721.10929.
81FR 81250 {November 17, 2016}

Https://wiww.gpo.gov/fdsys/pka/FR-2016-11-
17/ pelf/2016-27326. potf

79 FR 55460 {September 16,
2014)

hitps://wirw.gpo.gov/fdsy
s/pkg/FR-2014-09-
16/ pdf/2014-22037.pdf

P-14-658

Single-walled carbon nanotubes
{generic).

Claimed
confidential.

Nano-C, inc

N/A

January 17, 2017

N/A

N/A

The PMNs state that the use of the PMN substances will be as: a semi-conductor, conductive, or resistive element in electronic circuitry and
devices; an electro-mechanical switch inelectronic circuitry and devices; a film laminate to improve structural, electrical or electro-chemical
properties of composite materials; afilm laminate to improve conductivity in batteries, capacitors and fuels cells; with composite materials to
improve their mechanical properties and electrical conductivities; catalyst support for use in fue! cells; in a nanoporous network in gas diffusion
layers; for separation of chemicals; an additive to improve corrosion resistance of metais; an additive in lubricants and greases to improve wear
resistance; an additive for transparency and conductivity in electronicdevices; an additive for fibers in structural and electrical applications; an
additive for fibers in fabrics and as a chemical intermediate. Based on test data on analogous respirabie, poorly soluble particuiates and other
carbon nanotubes, EPA identified concerns for puimonary toxicity and oncogenicity. Based on test data for other carbon nanotubes, EPA
identified conce s for environmental toxicity. The Order w sued under TSCA sections 5{e){1){A){i} and 5{e}{1){A}{ii}{1}, based onafinding
that the substances may present an unreasonable risk of injury to human health and the environment.

Recommended testing: EPA has determined that the development of dataon
certain physical-chemical properties, as weil as certain human health and
environme ntal toxicity testing would help characterize possible effects of the
substance. The submitter has agreed to provide the physical/chemical
properties data within the specified time {imits. In addition, the submitter has
agreed not to exceed the confidential production limit without performing a 90-
day inhalation toxicity test {OPPTS Test Guideiine 870.3465 or OECD Test
Guideline 413) in rats with a post-exposure observation period of up to 9
months {inciuding BALF analysis, a determination of cardiovascular toxicity
(clinically-based blood/plasma protein analyses), and histopathology of the
heart}). Although the order does not require a two-year inhalation bicassay
{OPPTS Test Guideline 870.4200), a daphnid chronic toxicity test {OPPTS Test
Guide!ine 850.1300}, a fish early-life stage toxicity test {OPPTS Test Guideline
850.1400}, or an algal toxicity test {OCSPP Test Guideline 850.4500), the Order's
restrictions on manufacture, processing, distribution in commerce, and disposal
will re in effect until the Order i d or revoked by EPA based on
submission of this or other relevant information.

40 CFR 721.1092%
81FR 81250 {November 17, 2016}

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326. pdf

79 FR 55460 {September 16,
2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/ pdf/2014-22037.pdf

P-14-150

Fatty acid amides (generic).

Claimed
confidential.

N/A

January 17, 2017

N/A

N/A

The PMNs states that these substances will be used as chemical intermediates, additives for flotation products, and adhesion promoters for use
inasphalt applications. Based on SAR analysis of test data on analogous amides and aliphatic amines, EPA expects toxicity to aquatic organisms
may occur at concentrations that exceed 1 ppb of PMNs P-14-150 and P-14-165, 2 ppb of PMN P-16-166, and 4 ppb of PMNs P-14-151 and P-14-152
in surface waters. For the uses described in the PMNs, releases of the substances are not expected to result in surface water concentrations that
exceed their respective concern cancentration evels. Therefore, EPA has not determined that the proposed manufacturing, processing, or use
of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding the uses
described in the PMNs, resulting in releases to surface waters exceeding 1 ppb {P-15-150 and P-14-165), 2 ppb {P-16-165), or 4 ppb (P-15-151 and
P-15-152) may resuitinsignificant adverse environmental effects. Based on this information, the PIVN substances meet the concern criteria at

§ 722.170{b){4){i1).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
invertebrate acute toxicity test {OPPTS Test Guideline 850.1010}; and an algal
toxicity test {OCSPP Test Guideline 850.4500} would help characterize the
environmental effects of the PMN substances P-14-150, P-14-151, and P-14-152.
Further, EPA has determined resuits of a fish eariy-life stage toxicity test {OPPTS
Test Guideline 850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline
850.1300); an aigal toxicity test {OCSPP Test Guideine 850.4500); log Kow and
water solubility measurements, as well as either the fish acute toxicity
mitigated by humicacid test {OPPTS Test Guideline 850.1085) or the whole
sediment acute toxicity invertebrates, freshwater test {OPPTS Test Guideline
850.1735) would help characterize the environme ntal effects of the PMN
substances P-14-165 and P-14-166. EPA also recommends that the guidance
document on aquatic toxicity testing of difficult substances and mixtures (OECD
Test Guideline 23) be followed to facilitate soiubility inthe test media, because
of the low water solubility of the PMNs. EPA recommends conducting the water
solubility and log Kow measurements testing first as the results may mitigate
the need for further toxicity testing or change the testing recommendations.

40 CFR 721.10930
81FR 81250 {November 17, 2016}

https://www.gpo.gov/tdsys/okg/FR-2016-11-
17/ pdlf/2016-27326. pdf

79 FR 38302 (July 7, 2014)

https://www.gpo.gov/fdsy
5/pkg/FR-2014-07.
07/pdf/2014-15764.pdf

P-14-151

Fatty acid amides {generic).

Claimed
confidential.

CBI

N/A

January 17, 2017

N/A

N/A

The PMNs states that these substances will be used as chemical intermediates, additives for fiotation products, and adhesion promoters for use
in asphalt applications. Based on SAR analysis of test data on analogous amides and aliphatic amines, EPA expects toxicity to aquatic organisms
may occur at concentrations that exceed 1 ppb of PMNs P-14-150 and P-14-165, 2 ppb of PMN P-16-166, and 4 ppb of PMNs P-14-151 and P-14-152
in surface waters. For the uses described inthe PMNs, releases of the substances are not expected to result in surface water concentrations that
exceed their respective concern concentration levels. Therefore, EPA has not determined that the proposed manufacturing, processing, or use
of the substances may present an unreascnable risk. EPA has determined, however, that any use of the substances, excluding the uses
described inthe PMNs, resulting in releases to surface waters exceeding 1 ppb {P-15-150and P-14-165), 2 ppb {P-16-166}, or 4 ppb {P-15-151 and
52) may resuitin significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteriaat

5 721.170(b){4){i1).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aguatic
invertebrate acute toxicity test {OPPTS Test Guideline 850.1010}; and an algal
toxicity test {OCSPP Test Guide!ine 850.4500} would help characterize the
envireonmentai effects of the PMN substances P-14-150, P-14-151, and P-14-152.
Further, EPA has determined results of a fish early-life stage toxicity test {OPPTS
Test Guideline 850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline
£50.1300); an aigal toxicity test {OCSPP Test Guide line 850.4500); log Kow and
water solubility measurements, as well as either the fish acute toxicity
mitigated by humicacid test {OPPTS Test Guideline 850.1085) or the whole
sediment acute toxicity invertebrates, freshwater test (OPPTS Test Guideline
850.1735) would help characterize the environmental effects of the PMN
substances P-14-165 and P-14-166. EPA also recommends that the guidance
document on aquatic toxicity testing of difficult substances and mixtures {OECD
Test Guideline 23} be followed to facilitate solubility in the test media, because
of the low water solubility of the PMNs. EPA recommends conducting the water
solubility and log Kow measurements testing first as the results may mitigate
the need for further toxicity testing or change the testing recommendations.

40 CFR 721.10930
81 FR 81250 {November 17, 2016)

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 38302 {July 7, 2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-07-
07/pdf/2014-15764.pdf

P-14-152

Fatty acid amides (generic).

Claimed
confidential.

CBI

N/A

January 17, 2017

N/A

N/A

The PMNs states that these substances will be used as chemical intermediates, additives for flotation products, and adhesion promoters for use
inasphalt applications. Based on SAR analysis of test data on analogous amides and aliphatic amines, EPA expects toxicity to aquatic organisms
may occur at concentrations that exceed 1 ppb of PMNs P-14-150 and P-14-165, 2 ppb of PMN P-16-166, and 4 ppb of PMNs P-14-151 and P-14-152
in surface waters. For the uses described in the PMNs, releases of the substances are not expected to result in surface water concentrations that
exceed their respective concern cancentration evels. Therefore, EPA has not determined that the proposed manufacturing, processing, or use
of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding the uses
described in the PMNs, resulting in releases to surface waters exceeding 1 ppb {P-15-150 and P-14-165), 2 ppb {P-16-165), or 4 ppb (P-15-151 and
P-15-152) may resuit in significant adverse environmental effects. Based on this infermation, the PIVIN substances meet the concern criter
5 721.170{b){ )i

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
invertebrate acute toxicity test {OPPTS Test Guideline 850.1010}; and an algal
toxicity test {OCSPP Test Guideline 850.4500} would help characterize the
environmental effects of the PMN substances P-14-150, P-14-151, and P-14-152.
Further, EPA has determined resuits of a fish eariy-life stage toxicity test {OPPTS
Test Guideline 850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline
850.1300); an aigal toxicity test {OCSPP Test Guideine 850.4500); log Kow and
water solubility measurements, as well as either the fish acute toxicity
mitigated by humicacid test {OPPTS Test Guideline 850.1085) or the whole
sediment acute toxicity invertebrates, freshwater test {OPPTS Test Guideline
850.1735) would help characterize the environme ntal effects of the PMN
substances P-14-165 and P-14-166. EPA also recommends that the guidance
document on aquatic toxicity testing of difficult substances and mixtures (OECD
Test Guideline 23) be followed to facilitate soiubility inthe test media, because
of the low water solubility of the PMNs. EPA recommends conducting the water
solubility and log Kow measurements testing first as the results may mitigate
the need for further toxicity testing or change the testing recommendations.

40 CFR 721.10930
81FR 81250 {November 17, 2016}

https://www.gpo.gov/tdsys/okg/FR-2016-11-
17/ pdlf/2016-27326. pdf

79 FR 38302 (July 7, 2014)

https://www.gpo.gov/fdsy
5/pka/FR-2014-07
07/pdf/2014-15764.pdf

P-14-165

Fatty acid amides {generic).

Claimed
confidential.

CBI

N/A

January 17, 2017

N/A

N/A

The PMNs states that these substances will be used as chemical intermediates, additives for fiotation products, and adhesion promoters for use
in asphalt applications. Based on SAR analysis of test data on analogous amides and aliphatic amines, EPA expects toxicity to aquatic organisms
may occur at concentrations that exceed 1 ppb of PMNs P-14-150 and P-14-165, 2 ppb of PMN P-16-166, and 4 ppb of PMNs P-14-151 and P-14-152
in surface waters. For the uses described inthe PMNs, releases of the substances are not expected to result in surface water concentrations that
exceed their respective concern concentration levels. Therefore, EPA has not determined that the proposed manufacturing, processing, or use
of the substances may present an unreascnable risk. EPA has determined, however, that any use of the substances, excluding the uses
described inthe PMNs, resulting in releases to surface waters exceeding 1 ppb {P-15-150and P-14-165), 2 ppb {P-16-166}, or 4 ppb {P-15-151 and
P-15-152) may resuitin significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at

5 721.170(b){4){i1).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aguatic
invertebrate acute toxicity test {OPPTS Test Guideline 850.1010}; and an algal
toxicity test {OCSPP Test Guide!ine 850.4500} would help characterize the
envireonmentai effects of the PMN substances P-14-150, P-14-151, and P-14-152.
Further, EPA has determined results of a fish early-life stage toxicity test {OPPTS
Test Guideline 850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline
£50.1300); an aigal toxicity test {OCSPP Test Guide line 850.4500); log Kow and
water solubility measurements, as well as either the fish acute toxicity
mitigated by humicacid test {OPPTS Test Guideline 850.1085) or the whole
sediment acute toxicity invertebrates, freshwater test (OPPTS Test Guideline
850.1735) would help characterize the environmental effects of the PMN
substances P-14-165 and P-14-166. EPA also recommends that the guidance
document on aquatic toxicity testing of difficult substances and mixtures {OECD
Test Guideline 23} be followed to facilitate solubility in the test media, because
of the low water solubility of the PMNs. EPA recommends conducting the water
solubility and log Kow measurements testing first as the results may mitigate
the need for further toxicity testing or change the testing recommendations.

40 CFR 721.10930
81 FR 81250 {November 17, 2016)

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 38302 {July 7, 2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-07-
07/pdf/2014-15764.pdf

P-14-166

Fatty acid amides (generic).

Claimed
confidential.

CBI

340

January 17, 2017

N/A

N/A

The PMNs states that these substances will be used as chemical intermediates, additives for flotation products, and adhesion promoters for use
inasphalt applications. Based on SAR analysis of test data on analogous amides and aliphatic amines, EPA expects toxicity to aquatic organisms
may occur at concentrations that exceed 1 ppb of PMNs P-14-150 and P-14-165, 2 ppb of PMN P-16-166, and 4 ppb of PMNs P-14-151 and P-14-152
in surface waters. For the uses described in the PMNs, releases of the substances are not expected to result in surface water concentrations that
exceed their respective concern cancentration evels. Therefore, EPA has not determined that the proposed manufacturing, processing, or use
of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding the uses
described in the PMNs, resulting in releases to surface waters exceeding 1 ppb {P-15-150and P-14-165), 2 pplb {P-16-166), or 4 ppb {P-15-151and
P-15-152) may resuitinsignificant adverse environmental effects. Based on this information, the PIVN substances meet the concern criteria at

5 721.170{b){ 4}

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
invertebrate acute toxicity test {OPPTS Test Guideline 850.1010}; and an algal
toxicity test {OCSPP Test Guideline 850.4500} would help characterize the
environmental effects of the PMN substances P-14-150, P-14-151, and P-14-152.
Further, EPA has determined resuits of a fish eariy-life stage toxicity test {OPPTS
Test Guideline 850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline
850.1300); an algal toxicity test {OCSPP Test Guideine 850.4500); log Kow and
water solubility measurements, as well as either the fish acute toxicity
mitigated by humicacid test {OPPTS Test Guideline 850.1085) or the whole
sediment acute toxicity invertebrates, freshwater test {OPPTS Test Guideline
850.1735) would help characterize the environme ntal effects of the PMN
substances P-14-165 and P-14-166. EPA also recommends that the guidance
document on aquatic toxicity testing of difficult substances and mixtures (OECD
Test Guideline 23) be followed to facilitate soiubility inthe test media, because
of the low water solubility of the PMNs. EPA recommends conducting the water
solubility and log Kow measurements testing first as the results may mitigate
the need for further toxicity testing or change the testing recommendations.

40 CFR 721.10930
81FR 81250 {November 17, 2016}

https://www.gpo.gov/tdsys/okg/FR-2016-11-
17/ pdlf/2016-27326. pdf

79 FR 38302 (July 7, 2014)

https://www.gpo.gov/fdsy
5/pkg/FR-2014-07.
07/pdf/2014-15764.pdf

P-14-413

Kaolin, reaction products with
polysiloxane {generic}.

Claimed
confidential.

CBI

N/A

January 17, 2017

N/A

N/A

The PMN states that the generic {non-confidentiai) use of the substance wili be as aninsulator. Based on SAR analysis of test data on anaiogous
respirable, poorly soluble particulates, EPA identified concerns for lung effects to workers exposed to the PMN substance by the inhalation
route. The Order was issued under TSCA sections S{e}{ 1}{A){1) and 5{e}{1}{A){i1}{]) based on a finding that the substance may presentan
unreasonable risk of injury to human health.

Recommended testing: The submitter has agreed to provide a 90-day inhalation
toxicity test {OPPTS Test Guideline 870.3465) in rats with a post-exposure
observation period of 60 days {inciuding BALF analysis) before exceeding the
production volume limitin the consent order. Although the order does not
require a two-year inhalation bioassay {OPPTS Test Guideline 870.4200}, the
Order's restrictions on manufacture, processing, distribution in commerce, and
disposal will remain in effect until the Order is modified or revaked by EPA
based on submission of this or other relevant information.

40 CFR 721.10931
81 FR 81250 {November 17, 2016)

https://www.gpo.gov/fdsys/okg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 55450 {September 16,
2014)

https://www.gpo.gov/fdsy
5/pkg/FR-2014-09
16/ pdf/2014-22039.pdf

ED_005294A_00000008-00006



P-14-428

Fatty acid amides {generic).

Claimed

confidential.

March 19, 2014

N/A

N/A

November 17, 2016

January 17, 2017

Based on SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 1 ppb ofP-14-428 and P-14-430, and 2 ppb of P-14-429 and P-14-431in surface waters. For the uses described in the PIVINs, releases of the
substances are not expected to resuit in surface water concentrations that exceed their respective concentration values. Therefore, EPA has not
determined that the proposed manufacturing, processing, or use of the substances may present an unreasonable risk. EPA has determined,
however, that any use of the substances, excluding the uses described in the PMNs, resulting in releases to surface waters exceeding 1 ppb of P-
14-428 and P-14-430, and 2 ppb of P-14-429 and P-14-431, may cause significant adverse environmenta! effects. Based on this information, the
PMN substances meet the concern criteria at § 721.170{b){4}{i}).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronic toxicity
test {OPPTS Test Guideline 850.1300); and an algal toxicity test {OCSPP Test
Guideline 850.4500} would help characterize the environmental effects of the
PN substances.

40 CFR 72110932
81 FR 81250 {November 17, 2016)

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 35450 {September 16,
2014)

https://www.gpo.gov/fdsy
s/pkg/FR-2014-09-
16/ pdf/2014-22039.pdf

P-14-429

Fatty acid amides {generic}.

Claimed

confidential.

March 19, 2014

November 17, 2016

January 17, 2017

Based on SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 1 ppb ofP-14-428 and P-14-430, and 2 ppl of P-14-429 and P-14-431in surface waters. For the uses described in the PMNs, releases of the
substances are not expected to resuitin surface water concentrations that exceed their respective concentration values. Therefore, EPA has not
determined that the proposed manufacturing, processing, o use of the substances may present an unreasonable risk. EPA has determined,
however, that any use of the substances, excluding the uses described in the PMNs, resulting in releases to surface waters exceeding 1 ppb of P-
14-428 and P-14-430, and 2 ppb of P-14-429 and P-14- . may cause significant adverse environmental effects. Based on this information, the
PMN substances meet the concern criteria at § 721.170{b){4){i}).

Recommended testing: EPA has determined that the results of afish early-life
stage toxicity test (OPPTS Test Guideline 850.1400); a daphnid chronic toxicity
test {OPPTS Test Guideline 850.1300); and an algai toxicity test {OCSPP Test
Guideline 850.4500) wouid help characterize the environmental effects of the
PN substances.

40 CFR 721.10932
81FR 81250 {November 17, 2016}

https://www.gpo.gov/Tds:
17/pdf/2016-27326. pdf

s/pkg/FR-2016-11-

79 FR 55450 {September 16,
2014)

hittps://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/ pdf/2014-22039.pdf

P-14-430

Fatty acid amides {generic).

Claimed

confidential.

March 19, 2014

N/A

N/A

November 17, 2016

January 17, 2017

Based on SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 1 ppb ofP-14-428 and P-14-430, and 2 ppb of P-14-429 and P-14-431 in surface waters. For the uses described inthe PMNs, releases of the
substances are not expected to resuitin surface water concentrations that exceed their respective concentration values. Therefore, EPA has not
determined that the proposed manufacturing, pracessing, or use of the substances may present an unreasonabie risk. EPA has determined,
however, that any use of the substances, excluding the uses described in the PMNs, resulting in refeases to surface waters exceeding 1 ppb of P-
14-428 and P-14-430, and 2 ppb of P-14-429 and P-14-431, may cause significant adverse environmental effects. Based on this information, the
PN substances meet the concern criteria at § 721.170(p){4){ii).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity
test {OPPTS Test Guideline 850.1300); and an algai toxicity test {OCSPP Test
Guideline 850.4500) would help characterize the environmental effects of the
PMN substances.

40 CFR 721.10932
81 FR 81250 {November 17, 2016)

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 55450 {September 16,
2014)

https://www.gpo.gov/fdsy
5/pkg/FR-2014-09
16/ pdf/2014-22039.pdf

P-14-431

Fatty acid amides {generic).

Claimed

confidential.

March 19, 2014

N/A

N/A

November 17, 2016

January 17, 2017

Based on SAR analysis of fest data on anaiogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 1 ppb ofP-14-428 and P-14-430, and 2 ppb of P-14-429 and P-14-431 in surface waters. For the uses described inthe PMNs, releases of the
substances are not expected to resuitin surface water concentrations that exceed their respective concentration values. Therefore, EPA has not
determined that the proposed manufacturing, processing, or use of the substances may present an unreasonabie risk. EPA has determined,
however, that any use of the substances, excluding the uses described in the PMNs, resulting in releases to surface waters exceeding 1 ppb of P-
14-428 and P-14-430, and 2 ppb of P-14-429 and P-14-431, may cause significant adverse environmental effects. Based on this informaticn, the
PMN substances meet the concern criteria at § 721.170{b){4){i}).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity
test (OPPTS Test Guideline 850.1300); and an algai toxicity test (OCSPP Test
Guideline 850.4500) would help characterize the environmental effects of the
PMN substances.

40 CFR 721.10932
81 FR 81250 {November 17, 2016)

https://www.gpo.gov/fdsys/okg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 55450 {September 16,
2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/ pdf/2014-22039.pdf

P-14-523

Copolymers of perfiuorinated and
alky! methacrylates {generic)

Claimed

confidential.

April 20, 2014

August 24, 2015

October 9, 2015

November 17, 2016

January 17, 2017

The PMNs state that the generic {non-confidential) use of the substances wil! be as additives for textile finishing. Based on physical-chemical
properties data, as well as test data on analogous perfluorinated chemicals and potential pe rfluorinated degradation products, EPA identified
conce rns for irritation to skin, eyes, lungs, mucous membranes, fung toxicity, liver toxicity, blood foxicity, male reproductive toxicity,
immunosupression, and oncogenicity. EPA has concerns that these degradation products will persist in the environment, could bioaccumulate o
biomagnify, and could be toxic{PBT) to people, wild mammals, and birds. The Order was issued under TSCA sections S{e}{ 1}{A}i),
S{e){1){A)ii){1}, and S{e){1){A}i1}{I1) based on a finding that the substances may present an unreasonable risk of injury to the environment and
human health, the substances may be produced in substantial quantities and may reasonably be anticipated to enter the environment in
substantial quantities, and there may be significant {or substantial) human exposure to the substances and their potential degradation products.

Recommended testing: EPA has determined that the results of certain toxicity
and environmental fate testing would help characterize the PMN substance. The
submitter has agreed to complete the testing identified in the testing section of
the consent order by the confidential limits specified. In addition, EPA has
determined that the results of a 90-day inhalation toxicity test in rats {OPPTS
Test Guideline 870.3465/0ECD Test Guideline 413} with a 60-day holding period,
and an avian reproduction test {OECD Test Guideline 206) in mallard ducks
would help characterize potential human health and environmental effects of
the PMN substances. The Order does not require this testing at any specified
‘time or production volume. However, the Order’s restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
il o nin effect until the Order odified or revoked by EPA based on
submission of that or other relevant information.

40 CFR 721.10933
81FR 81250 {November 17, 2016}

Https://wiww.gpo.gov/fdsys/pka/FR-2016-11-
17/ pelf/2016-27326. pelf

79 FR 55450 {September 16,
2014)

https://www.gpo.gov/fdsy
s/pkg/FR-2014-09-
16/ pdf/2014-22039.pdf

P-14-524

Copolymers of perfluorinated and
alky! methacrylates {generic)

Claimed

confidential.

April 29, 2014

August 24, 2015

N/A

November 17, 2016

January 17, 2017

The PMNs state that the generic {non-confidential) use of the substances will be as additives for textile finishing. Based on physical-chemical
properties data, as well as test data on analogous pe rfluorinated chemicals and potential pe rfluorinated degradation products, EPA identified
concerns forirritation to skin, eyes, lungs, mucous membranes, ung toxicity, liver toxicity, blood toxicity, male reproductive toxicity,
immunosupression, and oncogenicity. EPA has concerns that these degradation products will persist in the envirenment, could bioaccumulate or
biomagnify, and could be toxic{PBT) to people, wild mammals, and birds. The Order was issued under TSCA sections 5{e}{1}{A}{i),
s{e){1){A)(i1){1), and 5{e{1}{A}{ii}{Il) based cn a finding that the substances may present an unreasonable risk of injury to the environment and
human health, the substances may be produced in substantial quantities and may reasonably be anticipated to enter the environment in

tantial quantities, and there may be significant {or substantial) human exposure to the substances and their potential degradation products.

Recommended testing: EPA has determined that the results of certain toxicity
and environmental fate testing would help characterize the PMN substance. The
submitter has agreed to complete the testing identified in the testing section of
the consent order by the confidential limits specified. In addition, EPA has
determined that the results of a 90-day inhalation toxicity test in rats {OPPTS
Test Guideline 870.3465/0ECD Test Guideiine 413} with a 60-day holding period,
and an avian reproduction te st {OECD Test Guide line 206) in mallard ducks
would help characterize potential human health and environme ntal effects of
the PMIN substances. The Order does not require this testing at any specified
time or production volume. However, the Order’s restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.

40 CFR 721.10933
81FR 81250 {November 17, 2016}

https://www.gpo.gov/tdsys/okg/FR-2016-11-
17/ pdlf/2016-27326. pdf

70 FR 55450 {September 16,
2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/pdf/2014-22038.pdf

P-14-525

Copolymers of perfiuorinated and
alkyl methacrylates {generic).

Claimed

confidential.

April 26, 2614

August 24, 2015

November 17, 2016

January 17, 2017

The PMNs state that the generic {non-confidentiai} use of the substances wili be as additives for textile finishing. Based on physical-chemical
properties data, as well as test data on analogous pe fluorinated chemicals and potential pe rfluorinated degradation products, EPA ide ntified
concerns for irritation Lo skin, eyes, lungs, mucous membranes, fung toxicity, liver toxicity, blood toxicity, male reproductive toxicity,
immunosupression, and oncogenicity. EPA has concerns that these degradation products will persist in the environment, could bioaccumulate or
biomagnify, and could be toxic {PBT} to people, wild mammals, and birds. The Order was issued under TSCA sections 5{e){1}{A}1),
S{e){L{ANI{, and 5{e}{1{A}(i1}{1) based on a finding that the substances may present an unreasonable risk of injury to the environment and
human health, the substances may be produced in substantial quantities and may reasonably be anticipated to enter the environment in
substantial quantities, and there may be significant {or substantial) human exposure to the substances and their potential degradation products.

Recommended testing: EPA has determined that the results of certain toxicity
and environmental fate testing would heip characterize the PMN substance. The
submitter has agreed to complete the testing id: fied in the testing section of
the consent order by the confidential limits specified. In addition, EPA has
determined that the results of a 90-day inhalation toxicity test in rats {OPPTS
Test Guideline 870.3465/0ECD Test Guideiine 413} with a 60-day holding period,
and an avian reproduction test {OECD Test Guideline 206) in mallard ducks
would heip characterize potential human health and environmental effects of
‘the PMN substances. The Order does not require this testing at any specified
time or production velume. However, the Order’s restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will re in effect until the Order is mo: d or revoked by EPA based on
submission of that or other relevant information.

40 CFR 721.10933
81 FR 81250 {November 17, 2016)

https://www.gpo.gov/Tdsys/pkg/FR-2016-11-

79 FR 55460 {September 16,
2014)

hittps://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/ pdf/2014-22037 pdf

P-14-526

Copolymers of perfiuorinated and

alky! methacrylates {generic).

Claimed

confidential.

April 29, 2014

August 24, 2015

N/A

November 17, 2016

January 17, 2017

The PMINs state that the generic {non-confidential) use of the substances will be as additives for textile finishing. Based on physical-chemical
properties data, as well as test data on analogous pe rfluorinated chemicals and potential pe rfluorinated degradation products, EPA identified
concerns forirritation to skin, eyes, lungs, mucous membranes, {ung toxicity, liver toxicity, blood toxicity, male reproductive toxicity,
immunasupression, and oncogenicity. EPA has concerns that these degradation products will persist in the environment, could bicaccumulate or
biomagnify, and could be toxic {PBT} to peaple, wild mammals, and birds. The Order was issued under TSCA sections 5{e}{1){A}1),
S{ej{1i{A)ii){1), and S{e){1){A){i1}{1) based on a finding that the substances may present an unreasonable risk of injury to the environment and
human health, the substances may be produced in substantial quantities and may reasonably be anticipated to enter the environmentin
substantial quantities, and the re may be significant {or substantial) human exposure to the substances and their potential degradation products.

Recommended testing: EPA has determined that the results of certain toxicity
and environmental fate testing would heip characterize the PMN substance. The
submitter has agreed to complete the testing identified in the testing section of
‘the consent order by the canfidential limits specified. In addition, EPA has
determined that the results of a 90-day inhalation toxicity test in rats {OPPTS
Test Guideline 870.3465/0ECD Te st Guide!ine 413) with a 60-day holding period,
and an avian reproduction test {OECD Test Guideline 206) in mallard ducks
would help characterize potential human health and environmental effects of
the PMIN substances. The Order does not require this testing at any specified
time or production volume. However, the Order's restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.

40 CFR 721.10933
81 FR 81250 {November 17, 2016)

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 55460 {September 16,
2014)

https://www.gpo.gov/fdsy
5/pka/FR-2014-09
16/ pdf/2014-22037.pdf

P-14-527

Copolymers of perfiuorinated and
alkyi methacrylates {generic).

Claimed

confidential.

April 20, 2014

August 24, 2015

N7A

November 17, 2016

January 17, 2017

The PMNs state that the generic {non-confidential) use of the substances wil! be as additives for textile finishing. Based on physical-chemical
properties data, as well as test data on analogous pertluorinated chemicals and potential pertluorinated degradation products, EPA identified
conce rns for irritation to skin, eyes, lungs, mucous membranes, fung toxicity, liver toxicity, blood foxicity, male reproductive toxicity,
immunosupression, and oncogenicity. EPA has concerns that these degradation products will persist in the environment, could bioaccumulate o
biomagnify, and could be toxic {PBT) to people, wild mammals, and birds. The Order was issued under TSCA sections 5{e}{1}{A}1},
S{e){1){A)ii){1}, and S{e){1){A}i1}{I1) based on a finding that the substances may present an unreasonable risk of injury to the environment and
human health, the substances may be produced in substantial quantities and may reasonably be anticipated to enter the environment in
substantial quantities, and there may be significant {or substantial) human exposure to the substances and their potential degradation products.

Recommended testing: EPA has determined that the results of certain toxicity
and environmental fate testing would heip characterize the PMN substance. The
submitter has agreed to complete the testing identified in the testing section of
the consent order by the confidential limits specified. In addition, EPA has
determined that the results of a 90-day inhalation toxicity test in rats {OPPTS
Test Guideline 870.3465/0ECD Test Guideline 413} with a 60-day holding period,
and an avian reproduction test {OECD Test Guideline 206) in mallard ducks
would heip characterize potential human health and environmental effects of
the PMN substances. The Order does not require this testing at any specified
‘time or production volume. However, the Order’s restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on

on of that or other relevant information.

sul

40 CFR 721.10933
81FR 81250 {November 17, 2016}

Https://wiww.gpo.gov/fdsys/pka/FR-2016-11-
17/ pelf/2016-27326. potf

79 FR 55460 {September 16,
2014)

hitps://wirw.gpo.gov/fdsy
s/pkg/FR-2014-09-
16/ pdf/2014-22037.pdf

P-14-580

[Alkenoic acid, polymer withalkyl
alkenoate, alkylalkylatke noate,
alkenoic acid and tridecafluoro
alkylalkenoate, compds. with
alkylaminoalcanol {generic).

Claimed

confidential.

May 30, 2014

October 21, 2015

N/A

November 17, 2016

January 17, 2017

The PMN stales that the generic {non-confidential) use of the substance will be as a coating additive. Based on physical chemical properties
data, as well as test data on analogous perfluorinated chemicals and potential perfluorinated degradation products, EPA identified concerns for
irritation to skin, eyes, lungs, mucous membranes, {ung toxicity, liver toxicity, blood toxicity, male reproductive toxicity, immunosupression,
and oncoge nicity. EPA has concerns that these degradation products will persist in the environment, could bioaccumulate or biomagnify, and
could be toxic {PBT) to people, witd mammals, and birds. The Order was issued under TSCA sections 5{e J{{A}{i}, S{e }{ 1H{A)ii){1), and
5{e}{1){A}{ii){}} based on a finding that the substance may present an unreasonable risk of injury to the enviranment and human health, the
substance may be produced in substantial quantities and may reasonably be anticipated to enter the environment in substantial quantities, and
[the re may be significant {or substantial) human exposure to the substance and its potential degradation products.

Recommended testing: EPA has determined that the results of certain toxicity
and environmental fate testing would help characterize the PMN substance. The
submitter has agreed to complete the testing identified in the testing section of
the consent order by the confidential limits specified. In addition, EPA has
determined that the results of a hydroiysis as a function of pH and temperature
{OPPTS Test Guideline 835.2130); an indirect photalysis screening test {OPPTS
Test Guideline 835.5270); a modified semi-continuous activated sludge {SCAS)
test {OPPTS Test Guideline 8: 045 or OECD Test Guideline 3024) with analysis
of degradation products; a simulation test-aerobic sewage treatment {activated
sludge units) OECD Test Guideline OECD 303A); a phototransformation of
chemicals in soils surfaces {Draft OECD Test Guideline Jan. 2002); an acute
inhalation toxicity test {OPPTS Test Guideline 870.1300); and a fish short-term

re production test {OPPTS Test Guideline 890.1350) would heip characterize
potential human heaith and environmental effects of the PMN substances. The
QOrder does not require this testing at any specified time or production volume.
However, the Order's restrictions on manutacture, processing, distrisutionin
commerce, use, and disposal of the PMN substances will remain in effect untii
the Order is modified or revoked by EPA based on submission of that or other
relevant information.

40 CFR 72110934
81FR 81250 {November 17, 2016}

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/ pdlf/2016-27326. pdf

79 FR 35460 {September
16, 2014}

https://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/pdf/2014-22037.pdf

P-14-643

Titanium oxide compound
{generic).

Claimed

confidential.

June 24, 2014

July 15, 2015

December 16, 2015

November 17, 2016

January 17, 2017

The PMN states that the generic {non-confidential) use of the substance wili be as a physical characteristics modifier for composite articles.
Based on SAR analysis of test data on analogous respirable, poorly soluble particulates, EPA identified concerns for lung effects to workers
exposed to the PMN substance by the inhalation route. The Order was issued under TSCA sections 5{e){1){A){i} and 5{e}{1}{A}(ii}{I} based on a
finding that the substance may present an unreasonable risk of injury to human heaith

Recommended testing: The submitter has agreed to provide a 90-day inhalation
toxicity test {OPPTS Test Guideline 870.3465) in rats with a post-exposure
observation period of 60 days {inciuding BALF analysis) before exceeding the
production volume limit in the consent order. Aithough the order does not
require a two-year inhalation bioassay (OPPTS Test Guideline 870.4200), the
Order's restrictions on manufacture, processing, distribution incommerce, and
disposal will remainineffect until the Order is modified or revoked by EPA
based on submission of this or other relevant information.

40 CFR 721.10935
81FR 81250 {November 17, 2016}

https://www.gpo.gov/tdsys/okg/FR-2016-11-
17/ pdlf/2016-27326. pdf

70 FR 55460 {September 16,
2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-09-
16/pdf/2014-22037.pdf

P-14-688

Fatty acid amide hydrochlorides
{generic).

Claimed

confidential.

July 15, 2014

N/A

N/A

November 17, 2016

January 17, 2017

[The PMNs state that the substances will be used as surfactants for use in asphalt emulsions. Based on SAR analysis of test data on analogous
aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb for P-14-688, P-14-683, P-14-690, and 2
ppb for P-14-691 in surface waters. For the uses described inthe PMNs, releases of the substances are not expected to result in surface water
concentrations that exceed their respective concern concentration leveis. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding
the uses described in the PMNS, resulting in releases to surface waters exceeding 1 ppb for P-14-688, P-14-689, P-14-690, and 2 ppb for P-14-691,
may result in significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at

5 721.170{b){4){ii).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity
test (OPPTS Test Guideline 850.1300); and an algai toxicity test (OCSPP Test
Guideline 850.4500) would help characterize the environmental effects of the
PMN substances. EPA recommends that testing be conducted on P-14-688.

40 CFR 721.10936
81 FR 81250 {November 17, 2016)

https://www.gpo.gov/fdsys/okg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 56356 {September 19,
2014)

https://www.gpo.gov/fdsy
5/ pkg/FR-2014-00.
19/ pdf/2014-22282.pdf

P-14-689

Fatly acid amide hydrochlorides
{generic).

Claimed

confidential.

July 15, 2014

N/A

N/A

November 17, 2016

January 17, 2017

The PMNs state that the substances will be used as surfactants for use inasphalt emulsions. Based on $AR analysis of test data on anaiogous
aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb for P-14-688, P-14-689, P-14-690, and 2
ppb for P-14-691.in surface waters. For the uses described in the PMINs, releases of the substances are not expected to resuitin surface water
conce ntrations that exceed their respective concern concentration levels. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding
the uses described in the PMINS, resuiting in releases to surface waters exceeding 1 ppb for P-14-688, P-14-683, P-14-690, and 2 ppb for P-14-691,
may result in significant adverse envirenmental effects. Based on this information, the PMN substances meet the concern criteria at

5 721.170(b){4){i1).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPT:! uideline 850.1400}; a daphnid chronic toxicity
test {OPPTS Test Guideline 850.1300); and an algal toxicity test {OCSPP Test
Guideline 850.4500} would help characterize the environmental effects of the
PMN substances. EPA recommends that testing be conducted on P-14-688.

40 CFR 72110936
November 17, 2016)

hittps://www.gpo.gov/fdsys/pkg/FR-2016-11-
17/pdf/2016-27326.pdf

79 FR 36356 (September 19,
2014)

https://www.gpo.gov/fdsy
s/pkg/FR-2014-09-
19/ pdf/2014-22282 pdf

P-14-680

Fatty acid amide hydrochlorides
{generic).

Claimed

confidential.

July 15, 2014

N/A

N7A

November 17, 2016

January 17, 2017

The PMNs state that the substances will be used as surfactants for use in asphalt emulsions. Based on SAR analysis of test data on analogous
aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb for P-14-688, P-14-689, P-14-690, and 2
ppbforP-14-691insurface waters. For the uses described in the PMNs, releases of the substances are not expected to resuit in surface water
concentrations that exceed their respective concern concentration levels. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding
the uses described in the PMINS, resulting in releases to surface waters exceeding 1 ppb for P-14-688, P-14-689, P-14-680, and 2 ppb for P-14-691,
may result in significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at

5 721.170(){4)11).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity
test {OPPTS Test Guideline 850.1300); and an algal toxicity test {OCSPP Test
Guideline 850.4500) wouid help characterize the environmental effects of the
PMN substances. EPA recommends that testing be conducted on P-14-688.

40 CFR 721.10936
81FR 81250 {November 17, 2016}

Https://wiww.gpo.gov/fdsys/pka/FR-2016-11-
17/ pelf/2016-27326. pelf

79 FR 56356 {September 19,
2014)

https://www.gpo.gov/fdsy
s/pkg/FR-2014-09-
19/pdf/2014-22282.pdf

P-14-691

Fatty acid amide hydrochlorides
{generic).

Claimed

confidential.

July 15, 2014

November 17, 2016

January 17, 2017

The PMNSs state that the substances wiil be used as surfactants for use inasphalt emulsions. Based on SAR analysis of test data on analogaous
aliphatic amines, EPA predicts toxicity to aquatic arganisms may occur at concentrations that exceed 1 ppb for P-14-688, P-14-688, P-14-690, and 2
ppl for P-14-681in surface waters. For the uses described in the PMNs, releases of the substances are not expectedto result in surface water
concentrations that exceed their respective concern concentration levels. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the stances may present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding
the uses described in the PMNs, resuiting in releases to surface waters exceeding 1 ppb for P-14-688, P-14-689, P-14-690, and 2 ppb for P-14-691,
may result in significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at

5 721.170{b){4){i1).

Recommended testing: EPA has determined that the results of afish early-life
stage toxicity test (OPPTS Test Guideline 850.1400); a daphnid chronic toxicity
test {OPPTS Test Guideline 850.1300); and an algai toxicity test {OCSPP Test
Guideline 850.4500) wouid help characterize the environmental effects of the
PN substances. EPA recommends that testing be conducted on P-14-688.

40 CFR 721.10936
81FR 81250 {November 17, 2016}

https://www.gpo.gov/Tdsys/pkg/FR-2016-11-
17/pdf/2016-27326. pdf

79 FR 56356 {September 19,
2014)

hittps://www.gpo.gov/fdsy
s/okg/FR-2014-09-
19/ pdf/2014-22282.0df
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Plastics, wastes, pyrolyzed, bulk Claimed CB} July 27, 2015 371 October 19, 2016 November 17, 2016 January 17, 2017 The PMNs state that the generic {non-confidential) use of P-14-71 a petroleum blend stock, of P-14-713 and P-14-714 s a fue! biend stock, and {Recommended testing: EPA has determined that quarterly testing of 40 CFR 72110937 79 FR 56356 (September 19,
pyrolysate {generic) confidential. of P-14-7151s a component of grease or wax products. Based on the presence of benzene and naphthalene, EPA identified concerns for polychiorinated dibenzo-p-dioxin and dibe nzofuran levels for P-14-712 will 81FR 81250 {November 17, 2016} 2014)
oncogenidity, immunotoxicity, liver toxicity, and blood Toxicity. There is also a concern that polychlorinated dibenzo-p-dioxins and characterize potential health effects of the PMN substances.
dibenzofurans could be present inthe PMN substances. The Order was issued under TSCA sections S{e {1){A){i} and 5{e}{1){A}{ii){l}), basedona hittps://www.gpo.gov/fdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
finding that the substances may present an unreasonable risk of injury to human health and the environment. 17/ pdf/2016-27326.pdf s/pkg/FR-2014-09-
19/ pdf/2014-22282 pdf
Plastics, wastes, pyrolyzed, light Claimed CBI July 27, 2015 371 December 7, 2016 November 17, 2016 January 17, 2017 The PMNs state that the generic {non-confidential) use of P-14-712 is a petroleum blend stock, of P-14-713 and P-14-714 is a fue| blend stock, and |{Recommended testing: EPA has determined that quarterly testing of 40 CFR 721.10938 79 FR 56356 {September 19,
distillate {generic) confidential. of P-14-7151s a component of grease or wax products. Based on the presence of benzene and naphthalene, EPA identified concerns for polychiorinated dibenzo-p-dioxin and divenzofuran levels for P-14-712 will 81FR 81250 {November 17, 2016} 2014)
oncogenicity, immunatoxicity, liver toxicity, and blood toxicity. There is also a cancern that polychlorinated dibenzo-p-dioxins and characterize potential health effects of the PMN substances.
dibenzofurans could be present inthe PMN substances. The Order was issued under TSCA sections S{e ) 1){A){i} and 5{e}{1){A){ii}{I}, basedona https://www.gpo.gov/tdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
finding that the substances may present an unreasonable risk of injury to human health and the environment. 17/pdf/2016-27326.pdf s/pkg/FR-2014-09-
19/pdf/2014-22282.pdf
Piastics, wastes, pyrolyzed, middle |Claimed CBI July 27, 2015 371 December 7, 2016 November 17, 2016 January 17, 2037 [The PMNs state that the generic {non-confidentiai) use of P-14-712 is a petroleum blend stock, of P-14-713 and P-14-714 s a fuel biend stock, and |Recommended testing: EPA has determined that quarterly testing of 40 CFR 721.30939 79 FR 56356 {September 19,
distiilate {generic} confidential. of P-14-715 is a component of grease or wax products. Based on the presence of benzene and naphthalene, EPA identified concerns for polychiorinated dibenzo-p-dioxin and dibenzofuran levels for P-14-712 will 81FR 81250 {November 17, 2016) 2014)
oncogenicity, immunotoxicity, liver toxicity, and blood toxicity. There is also a concern that polychlorinated dibenzo-p-dioxins and characterize potential health effects of the PMN substances.
dibenzofurans could be presentinthe PMN substances. The Order was issued under TSCA sections 5{e {1){A){i} and 5{e}{ 1}{A){ii}{}}, basedona https://www.gpo.gov/fdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
finding that the substances may present an unreasonable risk of injury to human health and the environment. 17/pdf/2016-27326.pdf 5/pka/FR-2014-09
19/ pdf/2014-22282.pdf
Piastics, wastes, pyrolyzed, heavy |Claimed CBI July 27, 2015 371 December 7, 2016 November 17, 2016 January 17, 2017 The PMNs state that the generic {nan-confidentiai} use of P-14-712 is a petroleum blend stock, of P-14-713 and P-14-714 s a fue! biend stock, and {Recommended testing: EPA has determined that quarterly testing of 40 CFR 721.10940 79 FR 56356 {September 19,
distillate {generic) confide ntial. of P-14-715 s 2 component of grease or wax products. Based on the presence of benzene and naphthalene, EPA identified concerns for polychiorinated dibenzo-p-dioxin and dibenzofuran levels for P-14-712 will 81 FR 81250 {November 17, 2016} 2014)
oncogenidity, immunotoxicity, liver toxicity, and blood Toxicity. There is also a concern that polychlorinated dibenzo-p-dioxins and characterize potential health effects of the PMN substances.
dibenzofurans could be present inthe PMN substances. The Order was issued under TSCA sections S{e }{1){A){i} and 5{e}{1}{A}{i1}{}}, based on a https://www.gpo.gov/Tdsys/okg/FR-2016-11- hittps://www.gpo.gov/fdsy
finding that the substances may present an unreasonable risk of injury to human health and the environment. 17/ pdf/2016-27326.pdf s/pkg/FR-2014-09-
19/ pdf/2014-22282 pdf
Carbon silicon oxide 39345-87-4 CBI September 22, 2015 343 March 30, 2016 November 17, 2016 January 17, 2017 The PMN states that the generic {non-confidential) use of P-15-28 is a colorant for industrial, architecture, plastics, inks and automotive Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10941 79 FR 73297 (Decermber 10,
appiications. Based on the presence on data on structuraily analogous poorly soiuble particulates, EPA identified concerns for lung overload. The {inhalation toxicity study, with a 60-day holding period {OPPTS Test Guideline 81FR 81250 {November 17, 2016} 2014)
Order was issued under TSCA sections 5{e}{1}{A}1}, 5{e}{1){AJ{i){1}, and 5{e J{1{A}{i}}{lI), based ona finding that the substance may presentan  [870.3465), would help characterize human health and environmental effects of
unreasanable risk of injury to human health, and that the substance will be produced in substantial quantities and may reasonably be the PVIN substance. The submitter has agreed to conduct this test within two https://www.gpo.gov/tdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
anticipated to enter the environment in substantial quantities, and there may be significant {or substantial) human exposure to the substance. lyears of submission of the Notice of Commencement of Manufacture {NOC}. 17/ pdlf/2016-27326. pdf s/okg/FR-2014-12-
EPA has also determined that the results of a Chronic Toxicity test {OPPTS Test 10/ pdf/2014-28944.pdf
Guideline 870.4100) via the inhalation route would further help characterize
human heaith effects of the PMN substance, The Order does not require this
testing at any specified time or production volume. However, the Order's
restrictions on manufacture, processing, distribution in commerce, use, and
disposal of the PMN substance will remain in effect untii the Order is modified
or revoked by EPA based on submission of that or other relevant information.
Carbon nanotubes {ge neric) Claimed Zean Chemicals LP August 31, 2015 314 October 28, 2015 November 17, 2016 January 17, 2017 The PMN states that the generic {non-confidential) use of the PMN substance will be as a chemical intermediate. Based ontest dataon Recommended testing: EPA has determined that the development of dataon 40 CFR 721.10942 79 FR 73297 {December 10,
confidential. analogous respirable, poorly soluble particuiates and carbon nanotubes, EPA identified concerns for puimonary toxicity and oncogenicity. Based |certain physical-chemical properties, as well as certain human health and 81FR 81250 {November 17, 2016} 2017)
on test data for other nanocarbon materials EPA identified concerns for environmental toxicity. The Order was issued under TSCA sections environmental toxicity testing would help characterize possible effects of t
5{e){1){A}{i) and 5{e}{1}{A){ii}{!), based on afinding that the substance may present an unreasonable risk of injury to human health and the substance. The submitter has agreed to provide the resuits of certain physical- | https://www.gpo.gov/fdsys/pkg/FR-2016-11-  |https://www.gpo.gov/fdsy
eavironment. chemical property testing annually for at jeast three years after the 17/pdf/2016-27326.pdf s/pkg/FR-2014-12-
commencement of manufacture. The submitter has also agreed to provide the 10/ pdf/2014-28944.pdf
results of a 90-day inhalation toxicity study already being conducted. Aithough
the order does not require a daphnid chronic toxicity test {OPPTS Test Guideline
850.1300}, a fish early-life stage toxicity test {OPPTS Test Guideline 850.1400), or
an algal toxicity test {OCSPP Test Guideline 850.4500), the Order's restrictions on
manufacture, pracessing, distribution in commerce, and disposal will remainin
effect until the Order is modified or revoked by EPA based on submission of this
or other relevant information.
Sulfonated alkylbenzene salts Claimed CBI September 15, 2015 272 N/A November 17, 2016 January 17, 2037 The PMN states that the generic {non-confidentiai) use of the substance will be for enhanced oil recovery. Based on test data on analogous Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10943 B0 FR 9262 {February 20,
{generic). confidential. surfactants, EPA identified concerns for surfactant effects on the lung and irritation to eyes and mucous membranes. Further, based on structural ftoxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute {81 FR 81250 {November 17, 2016} 2015)
activity relationship {SAR) analysis of test data on analogous anionic surfactants, EPA predicts toxicity to aguatic organisms may occur at invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010);
conce ntrations that exceed 2 ppb of the PMN substance in surface waters. The Order was issued under TSCA sections 5{e){ 1}{A}{i) and and an algal toxicity test {OCSPP Test Guideline 850.4500) would heip https://www.gpo.gov/fdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
S{e}{ 1{A}i1{I) based onafinding that the substance may present an unreasonable risk of injury to human health and the environment. characterize the environmental effects of the PMN substance. The submitter 17/pdf/2016-27326.pdf 5/pka/FR-2015-02
has agreed to compiete this testing by the confidential production volume 20/ pdf/2015-03460.pdf
identified inthe consent order. In addition, EPA has determined that the resuits
of a fish early-iife stage toxicity test (OPPTS Test Guideline 850.1400); a daphnid
chronic toxicity test {OPPTS Test Guideiine 850.1300); acute inhaiation toxicity
test {OPPTS Test Guideline 870.1300); acute eye irritation test {OPPTS Test
Guideline 870.2400); and acute dermal irritation test {OPPTS Test Guideline
OPPTS 870.2500) wouid help characterize the potential environmental and
human health effects of the PMN substance. The Order does not require these
tests at any specified time or production volume. However, the Order's
restrictions on manufacture, processing, distribution in commerce, use, and
disposal of the PMN substance will remain in effect untii the Order is modified
or revoked by EPA based on submission of that or other relevant information.
Substituted quinoline derivative Claimed CBI N/A N/A N/A November 17, 2016 January 17, 2037 The PMN states that the generic {non-confidentiai) use of the substance will be as a pesticide additive. Based on test data on the PMN Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10944 B0 FR 18227 {April 2, 2015)
{generic). confidential substance, EPA identified concerns for chronic toxicity including blood, kidney, and spleen toxicity. As described inthe PMN, occupational inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize {81 FR 81250 {November 17, 2016}
exposures are expected to be minimal due to the use of adequate personal protective equipment. Therefore, EPA has not determined thatthe {the human health effects of the PMN substance. https://www.gpo.gov/fdsy
proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has dete rmined, however, that use of the https://www.gpo.gov/fdsys/okg/FR-2016-11- s/pkg/FR-2015-04-
substance without use of impervious dermal protection where there is potential for dermal exposures, use of a NIOSH-ce rtified respirator with 17/ pdf/2016-27326.pdf 03/ pdf/2015-07495. pdf
an APF of at least 10, where there is a potential for inhalation exposures, and use other than as a pesticide additive may result in serious heaith
effects.
Algai oil amide {generic). Claimed CBI N/A N/A N/A November 17, 2016 January 17, 2017 The PMN states that the generic {non-confidential) use of the substance wili be as a chemical intermediate. Based on SAR analysis of test data Recommended testing: EPA has determined that the results of afish acute 40 CFR 721.10945 80 FR 37248 {June 30, 2015)
confidential. on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 2 ppb of the PMN substance in [toxicity test, freshwater and marine (OPPTS Test Guideline 850.1075); an acute {81 FR 81250 {November 17, 2016)
surface walers for greater than 20 days per year. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and fish early life  linvertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010); hitps://www.gpo.gov/fdsy
stage tests) that typically range from 21.to 28 days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of the substance  |and an algal toxicity test {OCSPP Test Guideline 850.4500) would heip https://www.gpo.gov/fdsys/pka/FR-2016-11-  |s/pkg/FR-2015-06-
to surface water, from uses other thanas described inthe PMN, exceed releases from the use described in the PMN. For the use describedin characterize the environmental effects of the PMN substance. 17/pdf/2016-27326.pdf 30/ pdf/2015-16047.pdf
the PMN, environmental releases did not exceed 2 ppb for more than 20 days peryear. Therefore, EPA has not determined that the proposed
manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the
substance other than as listed inthe PMN may result in significant adverse environmental effects. Based on this information, the PMN substance
meets the concern criteria at § 721.170{b){43{i1).
Bismuth compound {generic) Claimed CBI December 21, 2015 213 February 4, 2016 November 17, 2016 January 17, 2017 [The PMN states that the generic {non-confidential) use of the substance will be as an additive for industrial coatings. Based on SARanalysis of Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10946 80 FR 37248 {June 30, 2015)
confidential test data on analogous respirable, poorly sotuble particulates, EPA identified concerns for lung toxicity. The Order was issued under TSCA inhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to {81 FR 81250 {November 17, 2016}
sections 5{e}{1){A){i} and 5(e }{1}{A){i)}{1} based on afinding Lhat the substance may present an unreasonable risk of injury to human heaith. histopathology {inflammation and cell proliferation} of the lung tissues and hitps://www.gpo.gov/fdsy
various parameters of the bronchoalveolar lavage fluid {BALF) {e.g., maker https://www.gpo.gov/fdsys/pka/FR-2016-11-  |s/pkg/FR-2015-06-
enzyme activities, total protein content, total cell count, cell differential, and | 17/pdf/2016-27326.pdf 30/ pdf/2015-16047.0df
cell viability) would help to characterize the health effects of the PMN
substance. The submitter has agreed to complete this testing by the aggregate
production volume identified in the consent order. In addition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200) would help characterize the potential human health effects
of the PVIN substance. The Order does not require this test at any specified time
or production volume. However, the Order's restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substance
il o nin effect until the Order odified or revoked by EPA based on
submission of that or other relevant information.
Sulfur thulium ytterbium yttrium 180189-40-6 BrandWatch December 21, 2015 159 December 23, 2015 November 17, 2016 January 17, 2017 The PMNs state that the use of the substances will be as additives for brand protection and anti-counterfeiting inks and polymers. Based on SAR {Recommended testing: EPA has dete rmined that the results of a 90-day 40 CFR 721.10947 S0 FR 55613 {September 16,
oxide Technologies analysis of test data on analogous respirable, poorly soiuble particulates, EPA identified concerns for lung toxicity. The Order was issued under  [inhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to {81 FR 81250 {November 17, 2016} 2015)
[TSCA sections 5{e){1){A}{i} and 5{e}{1}{A}{ii}{1) based on a finding that the substance may present an unreasonable risk of injury to human histepathoiogy {inflammation and cell proliferation} of the lung tissues and
health. various parameters of the bronchoalveolar favage fluid {BALF} {e.g., maker hittps://www.gpo.gov/fdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
enzyme activities, total protein content, total cell count, cell differential, and 17/pdf/2016-27326.pdf 5/pka/FR-2015-09-
cell viability) would help to characterize the health effects of the PMN 16/ pdf/2015-23297 pdf
substance. The submitter has agreed to complete this testing by the aggregate
production volume identified in the consent order. Inaddition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200} would help characterize the potential human health effects
of the PMN substances. The Order does not require this test at any specified
time or production velume. However, the Order’s restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.
Gadolinium suifur ytterbium 1651387-84-6 Brandwatch December 21, 2015 159 December 23, 2015 November 17, 2016 January 17, 2017 The PMNs state that the use of the substances will be as additives for brand protection and anti-counterfeiting inks and polymers. Based on SAR {Recornmended testing: EPA has determined that the results of a 90-day 40 CFR 72110948 80 FR 55613 {September 16,
yttrium oxide, erbium- and thulium-| Technologies analysis of test data on anaiogous respirable, poorly soiuble particulates, EPA ide ntified concerns for lung toxicity. The Order was issued under  finhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to {81 FR 81250 {November 17, 2016} 2015)
doped TSCA sections 5{e }{1){A){i} and S{e}{1}{A){ii}{1) based on a finding that the substance may present an unreasonable risk of injury to human histopathology {inflammation and cell proliferation) of the lung tissues and
heaith. various parameters of the bronchoalveolar favage fluid {BALF} {e.g., maker https://www.gpo.gov/Tdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
enzyme activities, total protein content, total cell count, ceil differential, and 17/ pdf/2016-27326.pdf s/pkg/FR-2015-09-
cell viability) would help to characterize the health effects of the PMN 16/ pdf/2015-23297.pdf
substance. The submitter has agreed to complete this testing by the aggregate
production voiume identified inthe consent order. In addition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200) would help characterize the potential human health effects
of the PMN substances. The Order does not require this test at any specified
time or production volume. However, the Order's restrictions on manufacture,
processing, distributionin commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.
Gadolinium sulfur ytterbium 1651158-45-5 BrandWatch December 21, 2015 159 December 23, 2015 November 17, 2016 January 17, 2017 The PMNSs state that the use of the substances will be as additives for brand protection and anti-counterfeiting inks and polymers. Based on SAR |Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10949 S0 FR 55613 {September 16,

yttrium oxide, erbium- and thulium-|

doped

Technoiogies

analysis of test data on analogous respirable, poorly saluble particulates, EPA identified concerns far lung toxicity. The Order was issued under
TSCA sections 5{e){1){A}{i} and 5{e}{1}{A}{ii}{]) based on a finding that the substance may present an unreasonable risk of injury to human
heaith.

inhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to
histopathology (inflammation and cell proliferation) of the lung tissues and
various parameters of the bronchoalveolar lavage fluid {BALF) {e.g., maker
enzyme activities, total protein content, total cell count, ceil differential, and
cell viability) would help to characterize the health effects of the PVIN
substance. The submitter has agreed to complete this testing by the aggregate
production volume identified in the consent order. In addition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200) would help characterize the potential human health effects
of the PMN substances. The Order does not require this test at any specified
‘time or production volume. However, the Order’s restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on

submission of that or other relevant information.

81FR 81250 {November 17, 2016}

https://www.gpo.gov/tdsys/okg/FR-2016-11-
17/ pdlf/2016-27326. pdf

2015)

https://www.gpo.gov/fdsy
s/okg/FR-2015-09-
16/pdf/2015-23297.pdf
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bium gadolinium neodymium 16513.52-%6-3 Brandwatch July 15, 2015 December 21, 2015 159 December 23, 2015 161 November 17, 2016 332 January 17, 2017 552|No N/A N/A The PMNs state that the use of the substances will be as additives for brand protection and anti-counterfeiting inks and polymers. Based on SAR {Recornmended testing: EPA has determined that the results of a 90-day 40 CFR 72110950 80 FR 55613 {September 16,
suifur ytterbium yttrium oxide Technologies analysis of test data on anaiogous respirable, poorly soiuble particulates, EPA ide ntified concerns for lung toxicity. The Order was issued under  finhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to {81 FR 81250 {November 17, 2016} 2015)
TSCA sections 5{e }{1){A){i} and S{e}{1}{A){ii}{1) based on a finding that the substance may present an unreasonable risk of injury to human histopathology {inflammation and cell proliferation) of the lung tissues and
heaith. various parameters of the bronchoalveolar lavage fluid {BALF) {e.g., maker hittps://www.gpo.gov/fdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
enzyme activities, total protein content, total cell count, ceil differential, and 17/ pdf/2016-27326.pdf s/pkg/FR-2015-09-
cell viability) would help to characterize the health effects of the PMN 16/ pdf/2015-23297.pdf
substance. The submitter has agreed to complete this testing by the aggregate
production voiume identified inthe consent order. In addition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200) would help characterize the potential human health effects
of the PMN substances. The Order does not require this test at any specified
time or production volume. However, the Order's restrictions on manufacture,
processing, distributionin commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.
P-15-616 |Erbium gadolinium suifur ytterbium |1622295-07-1 BrandWatch July 15, 2015 December 21, 2015 159 December 23, 2015 161 November 17, 2016 332 January 17, 2017 552|No N/A N/A The PMNSs state that the use of the substances will be as additives for brand protection and anti-counterfeiting inks and polymers. Based on SAR |Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10951 S0 FR 55613 {September 16,
yttrium oxide Technoiogies analysis of test data on analogous respirable, poorly soluble particulates, EPA identified concerns for lung toxicity. The Order was issued under  [inhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to |81 FR 81250 {November 17, 2016) 2015)
TSCA sections 5{e){1){A}{i} and 5{e}{1}{A}{ii}{]) based on a finding that the substance may present an unreasonable risk of injury to human histopathology (inflammation and cell proliferation) of the lung tissues and
heaith. various parameters of the bronchoalveolar lavage fluid {BALF) {e.g., maker https://www.gpo.gov/tdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
enzyme activities, total protein content, total cell count, cell differential, and | 17/pdf/2016-27326.pdf s/pkg/FR-2015-09-
cell viability) would help to characterize the health effects of the PVIN 16/ pdf/2015-23297 pdf
substance. The submitter has agreed to complete this testing by the aggregate
production volume identified in the consent order. In addition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200) would help characterize the potential human health effects
of the PMN substances. The Order does not require this test at any specified
‘time or production volume. However, the Order’s restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.
P-15-617 |Erbium gadolinium ytterbium oxide |1651152-05-4 BrandWatch July 15, 2015 December 21, 2015 159 January 3, 2016 174 November 17, 2016 332 January 17, 2037 552|No N/A N/A The PMNs state that the use of the substances will be as additives for brand protection and anti-counterfeiting inks and polymers. Based on SAR |Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10952 B0 FR 55613 {September 16,
Technoiogies analysis of test data on analogous respirable, poorly soiuble particulates, EPA ide ntified concerns for lung toxicity. The Order was issued under  finhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to {81 FR 81250 {November 17, 2016) 2015)
[TSCA sections 5{e){1){A}{i} and 5{e}{1}{A}{ii}{1) based on a finding that the substance may present an unreasonable risk of injury to human histepathoiogy {inflammation and cell proliferation} of the lung tissues and
heatth. various parameters of the bronchoalveolar favage fluid {BALF) {e.g., maker https://www.gpo.gov/fdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
enzyme activities, total protein content, total cell count, cell differential, and 17/ pdf/2016-27326.pdf s/pkg/FR-2015-09-
cell viability) would help to characterize the health effects of the PMN 16/ pdf/2015-23297 pdf
substance. The submitter has agreed to complete this testing by the aggregate
production voiume identified in the consent order. In addition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200) wouid help characterize the potential human health effects
of the PMN substances. The Order does not require this test at any specified
time or production volume. However, the Order's restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submissian of that or other relevant information.
P-15-618 |Erbium gadolinium sutfur yiterbium [934388-91-7 Brandatch July 15, 2015 December 21, 2015 159 December 23, 2015 161 November 17, 2016 332 January 17, 2017 552|No N/A N/A The PMNSs state that the use of the substances will be as additives for brand protection and anti-counterfeiting inks and polymers. Based on SAR {Recommended testing: EPA has dete rmined that the results of a 80-day 40 CFR 721.10953 80 FR 55613 {September 16,
oxide Technologies analysis of test data on analogous respirable, poorly soiuble particulates, EPA identified concerns for lung toxicity. The Order was issued under  finhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to |81 FR 81250 {November 17, 2016} 2015}
[TSCA sections 5{e){1j{A}{i) and 5{e}{1}{A){ii}{l) based on a finding that the substance may present an unreasonable risk of injury to human histepathoiogy {inflammation and cell proliferation) of the lung tissues and
heaith. various parameters of the bronchoalveolar favage fluid {BALF} {e.g., maker https://www.gpo.gov/Tdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
enzyme activities, total protein content, total cell count, cell differential, and s/okg/FR-2015-09-
cell viability) would help to characterize the health effects of the PMN 16/ pdf/2015-23297.pdf
substance. The submitter has agreed to complete this testing by the aggregate
production volume identified in the consent order. In addition, EPA has
determined that the results of a 2-year inhalation bioassay {OCSPP Test
Guideline 870.4200) would help characterize the potential human health effects
of the PMN substances. The Order does not require this test at any specified
time or production velume. However, the Order’s restrictions on manufacture,
processing, distributionin commerce, use, and disposal of the PMN substances
will re in effect until the Order d or revoked by EPA based on
submission of that or other relevant information.
P-15-655 | 2-Ethyihexanoicacid, compound Claimed CB} July 29, 2015 N/A N/A November 30, 2015 124 November 17, 2016 N/A January 17, 2017 538|No N/A N/A The PMN states that the generic {non-confidential) use of the substances will be as an epoxy curing agent. Based on SAR analysis of test dataon  {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110954 80 FR 55613 {September 16,
with alkyamino cyclohexane confide ntial analogous aliphaticamines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 34 ppb of the PMN substances in  toxicity test, freshwater and marine (OPPTS Test Guideline 850.1075); an acute {81 FR 81250 {November 17, 2016) 2015)
{generic) {P-15-0655, che mical A); surface waters. As described inthe PMN, releases of the substances are not expected to result in surface water concentrations that exceed 34 invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010);
and 2-Ethylhexanoicacid, ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonabie and an algal toxicity test {OCSPP Test Guideline 850.4500) would heip hittps://www.gpo.gov/fdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
compound with cyclohexylamine risk. EPA has determined, however, that any use of the substances that results in reieases to surface water concentrations exceeding 34 ppl may |characterize the environmental effects of the PMN substances. 17/ pdlf/2016-27326. pdf s/okg/FR-2015-09-
{generic) {P-15-0655, chemical B). cause significant adverse envirenmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b}{4){11). 16/ pdf/2015-23297.pdf
P-15-680 |Propenoicacid, alkyl ester, polymer [Claimed CBI August 10, 2015 N/A N/A N/A N/A November 17, 2016 N/A January 17, 2017 526|No N/A N/A The PMIN states that the generic {non-confidentiai) use of the substance will be as aningredient in liquid paint coating. Based on data on the Recommended testing: EPA has determined that the results of an activated 40 CFR 721.10955 S0 FR 64409 {October 23,
with 1,3-cyclohexanedialkylamine, |confidential PMN substance as well as SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at sludge sorption isotherm test {OPPTS Test Guideline 835.1110); a fish early-life {81 FR 81250 {November 17, 2016} 2015)
reaction products with conce ntrations that exceed 1 ppb of the PMN substance in surface waters. As described inthe PMN, releases of the substance are not expected Istage toxicity test {OPPTS Test Guideline 850.1400); and a daphnid chronic
oxirane{atkoxyalkyi) {generic). to result in surface water concentrations that exceed 1 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or {toxicity test {OPPTS Test Guideline 850.1300) would help characterize the hittps://www.gpo.gov/fdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substance that results in releases to  {environmentai effects of the PMN substance. 17/pdf/2016-27326.pdf 5/pka/FR-2015-10.
surface water concentrations exceeding 1 ppl may result in significant adverse environmental effects. Based an this infermation, the PMN 23/ pdf/2015-27031.pdf
substance meets the concern criteriaat § 721.170{b}{4){i} and {v}{4}{i1).
P-15-691 [Acrylic acid, polymer with Claimed CBI August 17, 2015 N/A N/A N/A N/A November 17, 2016 N/A January 17, 2037 539|No N/A N/A The PVIN states that the use of the substance will be as a chemical intermediate. Based on data onthe PMN substance and SAR analysis of test  [Recommended testing: EPA has determined that the results of a Zahn- 40 CFR 721.30956 B0 FR 64408 {October 23,
polyalkylene polyamine {generic). |confidential data on analogous polycationic polymers, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 5 ppb of the PMN  [Wellens/EMPA Test {OPPTS Test Guideline 835.3200); a fish early-iife stage 81FR 81250 {November 17, 2016} 2015)
substance in surface waters for greater than 20 days pe r year. This 20-day criterion is de rived from partial life cycle tests {daphnid chronicand  {toxicity test {OPPTS Test Guideline 850.1400); a fish acute-toxicity test {OPPTS
fish early life stage tests) that typically range from 21 to 28 days in duration. EPA predicts toxicity to aguatic organisms may occur if releases of  {Test Guideline 850.1085) mitigated by humic acid test; and a daphnid chronic https://www.gpo.gov/fdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
the substance to surface water, from uses other than as described in the PMN, exceed refeases from the use described in the PMN. Forthe use  {toxicity test {OPPTS Test Guideline 850.1300); would help characterize the 17/ pdf/2016-27326.pdf s/pkg/FR-2015-10-
described in the PMN, environmental releases did not exceed 5 ppb for more than 20 days per year. Therefore, EPA has not determined that the |environmental effects of the PMN substance. EPA recommends that the fate 23/pdf/2015-27031.pdf
proposed manufacturing, processing, or use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of  testing be performed first as the results may mitigate the need for further
the substance otherthanas listed inthe PMN may result in significant adverse environmental effects. Based on this information, the PMN toxicity testing or change the testing recommendations.
substance meets the concern criteria at § 721.170{b}{4){i} and {b}{4){i}).
P-16-30 ciohexanedicarboxylic acid, 1-|1807977-72-5 HENKEL Corporation October 14, 2015 N/A N/A N/A N/A November 17, 2016 N/A January 17, 2037 461|No N/A N/A The PMN states that the substance will be used as a curing agent in anaerobicadhesive and sealant formulations. Based on test dataon Recommended testing: EPA has determined that the results of a 90-day dermal 140 CFR 721.10957 B0 FR 77626 {December 15,
{2-phenylhydrazide) analogous hydrazines, EPA identified concerns for blood toxicity, neurotoxicity, oncogenicity, and mutagenicity. Hydrazides are expected to be  toxicity test {OPPTS Test Guideline 870.3250) and a carcinogenicity test {OPPTS 181 FR 81250 {November 17, 2016} 2015)
positive inthe chromosome aberration test and positive for lung sensitization. Based on the presence of a free acid, irritation to moist tissue  [Test Guideline 870.4200) by the expected route of exposure in two species of
{eyes, lungs, and mucous membranes) is expected. As described in the PMN, occupational exposures are expected to be minimal due to the use {rodents, would help characterize the human health effects of the PMN https://www.gpo.gov/fdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
of adequate personal protective equipment. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance. 17/ pdf/2016-27326.pdf s/pkg/FR-2015-12-
substance may present an unreasonable risk. EPA has determined, however, that use of the substance without use of impervious gloves and 15/pdf/2015-31522.pdf
impervious clothing where there is a potential for dermal exposures, may result in seriaus health effects. Based on this information, the PMN
substance meets the concern criteria at § 721.170{b}{1){i}{C) and {b){3){ii}.
P-16-52 |2,5-Furandione, dihydro-, polymer [582479-38-4 CBI November 2, 2015 N/A N/A March 31, 2016 150 November 17, 2016 N/A January 17, 2017 442|No N/A N/A The PMN states that the generic {non-confidentiai} use of the substance wil! be as printing ink. Based on SAR analysis of test dataonanalogous  {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10958 81FR 1415 {January 12,
with 1,1-iminobis[2-propanol], esters and amides, EPA predicts toxicity to aguatic organisms may occur at concentrations that exceed 5 ppb of the PMN substance in surface toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute {81 FR 81250 {November 17, 2016) 2016)
benzoate {ester), N-benzoyl derivs wate rs. As described in the PMN, releases of the substance are not expected to result in surface water concentrations that exceed 5 ppb. invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010);
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA [and an algai toxicity test {OCSPP Test Guideline 850.4500) would heip nttps://www.gpo.gov/fdsys/pkg/FR-2016-11-  |hittps://www.gpo.gov/fdsy
has determined, however, that any use of the substance resulting in surface water conce ntrations exceeding 5 ppb may cause significant characterize the environmental effects of the PMN substance. 17/pdf/2016-27326. pdf s/okg/FR-2016-01-
adverse environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b}{(4){i1). 12/ pdf/2016-00433.pdf
P-16-56 |Dialky! fattyalkylamino Claimed CBI November 2, 2015 N/A N/A May 26, 2016 206 November 17, 2016 N/A January 17, 2017 442|No N/A N/A The PMINs state that the generic {non-confidentiai) use of the substances isinoil production. Based on SAR analysis of test data on analogous Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.1095% S1FR 1415 {January 12,
propanamide alkylamine acetates |confidential. aliphatic amines, EPA predicts toxicity to aquatic arganisms may occur at concentrations that exceed 1 ppb of the PMN substances in surface stage toxicity test {OPPTS Test Guideline 850.1400); a mysid chronic toxicity test |81 FR 81250 {November 17, 2016} 2016}
{generic). waters. As described in the PMNs, releases of the substances are not expected to result in surface water concentrations that exceed 1 ppb. {OPPTS Test Guideline 850.1350); and an algal toxicity test {OCSPP Test
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may present an unreasonable risk. Guideline 850.4500) would help characterize the environmental effects of the  {https://www.gpo.gov/fdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
EPA has determined, however, that any use of the substances that resuits in releases to surface water concentrations exceeding 1 ppb may PIVN substances. 17/ petf/2016-27326. polf s/pkg/FR-2016-01-
cause significant adverse environmental effects. Based on this information, the PMN substances meets the conce m criteria at § 721.170{b){4){1}. 12/pdf/2016-00433.pdf
P-16-57 |Dialky! fattyalkylamino Claimed CBI November 2, 2015 N/A N/A N/A N/A November 17, 2016 N/A January 17, 2017 442|No N/A N/A The PMINs state that the generic {non-confidentiai) use of the substances isinoil production. Based on SAR analysis of test data on analogous Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.1095% S1FR 1415 {January 12,
propanamide alkylamine acetates |confidential. aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substances in surface stage toxicity test {OPPTS Test Guideline 850.1400); a mysid chronic toxicity test {81 FR 81250 {November 17, 2016} 2016)
{generic). waters. As described in the PMNs, releases of the substances are not expected to resulit in surface water concentrations that exceed 1 ppb. {OPPTS Test Guideline 850.1350}; and an algal toxicity test {OCSPP Test
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may present an unreasonable risk. Guideline 850.4500) would help characterize the environmental effects of the  {https://www.gpo.gov/fdsys/pkg/FR-2016-11- https://www.gpo.gov/fdsy
EPA has determined, however, that any use of the substances that resuits in releases to surface water concentrations exceeding 1 ppb may PN substances. 17/ pdif/2016-27326. pdlf 5/pkg/FR-2016-01.
cause significant adverse environmental effects. Based on this information, the PMN substances meets the concern criteriaat § 721.170{b){4){i}. 12/ pdf/2016-00433.pdf
P-16-58 |Dialkylaminopropyiaminopropanoa |Claimed CBI November 3, 2015 N/A N/A N/A N/A November 17, 2016 N/A January 17, 2037 441|No N/A N/A The PMN states that the substance will be used as a chemical intermediate. Based on SAR analysis of test data on analogous aliphatic amines, Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.30960 81 FR 1415 {January 12,
te ester {generic). confidential. EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 14 ppb of the PMN substance in surface waters. As described [toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute {81 FR 81250 {November 17, 2016) 2016)
inthe PMN, releases of the substance are not expectedto result in surface water concentrations that exceed 14 ppb. Therefore, EPA has not invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010);
determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, and an algal toxicity test {OCSPP Test Guideline 850.4500) would heip https://www.gpo.gov/fdsys/okg/FR-2016-11- https://www.gpo.gov/fdsy
however, that any use of the substance resulting in surface water concentrations exceeding 14 ppb may cause significant adverse environmenta! [characterize the environmental effects of the PMN substance. 17/ pdf/2016-27326.pdf s/pkg/FR-2016-01-
effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4}{ii). 12/ pdf/2016-00433.pdf
P-15-276 |Functionalized carbon nanotubes  [Claimed CBI February 5, 2015 N/A N/A May 23, 2016 473 October 27, 2016 N/A N/A (adverse N/A YES Qctober 27, 2016 No final SNUR yet The PMN states that the substance will be used as a thinfilm for electronic device applications. Based on SAR analysis of test dataonanaiogous {Recommended testing: EPA has determined that the results of afish early-life 140 CFR 721.10902 80 FR 18227 {Aprii 3, 2016)
{generic). confidential. comments received) carbon nanotubes and other respirable poorly soluble particuiates, EPA identitied potential lung effects and skin penetration and toxicity stage toxicity test (OPPTS Test Guideline 850.1400); a daphnid chronic toxicity 81FR 74755 {October 27, 2016)
induction from inhalation and dermal exposure to the PMN substance. Further, EPA predicts toxicity to aquatic organisms via releases of the test {OPPTS Test Guideline 850.1300); an algai toxicity test {OCSPP Test https://www.gpo.gov/fdsy
PMN substance to surface water. Although there is potential for dermal exposure, EPA does not expect significant occupational exposures due  |Guideline 850.4500); a 90-day inhalation toxicity test {OPPTS 870.3465) with nttps://www.gpo.gov/fdsys/pkg/FR-2016-10-  |s/pke/FR-2015-04-
to the use of impervious gloves, and because the PMIN is used in a liquid and is not spray applied exce pt in a closed system. Further, EPA does  [additional testing parameters beyond those noted at CFR 870.3465, for using the |27/pdf/2016-25933. pdf 03/pdf/2015-07495.pdf
not expect environmental releases during the use identified inthe PMN submission. Therefore, EPA has not determined that the proposed 90-day subchronic protocol for nanomaterial assessment; a two-year inhalation
manufacturing, processing, and or use of the substance may present an unreasonabie risk to human health or the environment. EPA has bioassay {OPPTS Test Guideline 870.4200); and a surface charge by
determined, however, that any use of the substance without the use of impervious gloves, where there is potential for dermal exposure; electrophoresis {for example, using ASTVI E2865-12 or NCL Method PCC-
manufacturing the PMN substance for use other than as a thin film for electronic device applications; manufacturing, processing, or using the 2-- Vieasuring the Zeta Potential of Nanoparticies) would help characterize the
PMN substance in aform other than a liguid; use of the PMN sustance involving an application method that generates a mist, vapor, ar aerosol (health and environmentai effects of the PMN substance.
except inaciosed system; orany release of the PMN substance into surface waters or disposal other than by tandfill ar incineration may cause
serious health effects or significant adverse environmental effects. Based an this information, the PMN sustance meets the concern criteriaat
5 721.170 {b){3){ii} and {b}{4){ii).
P-15-378 [Diisocyanato hexane, Claimed Alinex USA, Inc April 3, 2015 N/A N/A August 31, 2015 October 27, 2016 N/A N/A {adverse N/A YES October 27, 2016 No final SNUR yet The PMN states that the substance will be used as a dual cure/UV cure adhesion/barrier coating for wood substrates. Based on SARanalysis of Recommended testing: EPA has determined that the results of a skin 40 CFR 72110913 80 FR 31371 {June 2, 2015)
hormopolymer, alkanoi - confidential comments received) test data on analogous diisocyanates, EPA identified concerns for respiratery sensitization. Furthermere, the National Institute for Occupational {sensitization test {OPPTS Test Guideiine 870.2600) and a S0-day inhalation 81 FR 74755 {October 27, 2016)

polyalkylene glycol ether with
substituted alkane (3:1) reaction
products-blocked {generic).

Safety and Health (NIOSH) alert at http://www cdc.gov/niosh/docs/2006-149/pdfs /2006-149. pdf summarizes four case reports: one death and
several incide nts of asthma or other respiratory disease following exposure to methylenebis{pheny! isocyanate) (MDI) during spray-on truck
bed !ining operations. For this PMN substance, a significant new use is any use of the substance without a NIOSH-certified particulate respirator
with an APF of at |east 10 where there is a potential for inhalation exposure, or any use in consumer products. For new isocyanates submitted as
PIVINSs, EPA expects to issue TSCA section 5{e} orders imposing 0.1% limits on total residual isocyanates and greater leveis of respiratory
protection {at leastan APF of 50, or 1000 if used in a process that generates a vapor or particulate), and no consumer use. The Agency would then
likely issue a SNUR defining the significant new use as tota! residual isocyanates exceeding that 0.1% limit and any use ina consumer product.
However, as mentioned in Unit V1., below, and inthe original Vay 16, 2016 direct final rule, EPA designated that date as the cutoff date for
determining whether the new use is ongoing. Furthermore, a Notice of Commence ment of Manufacture or Import was submitted and the
chemical substance is now on the TSCA inventory and is being used with respiratory protection with an APF of less than 50. For these reasons,
EPA is not changing the terms of the original direct final SNUR for this PMN substance. Based on this information, the PMN substance meets the
concern criteria at § 721.170{b){3){ii}.

toxicity test (OPPTS Test Guideline 870.3465) would help characterize the
human health effects of the PMN substance.

hittps://www.gpo.gov/fdsys/pkg/FR-2016-10-
27/pdf/2016-25033.pdf

hitps://wirw.gpo.gov/fdsy
s/okg/FR-2015-06-
02/pdf/2015-13418 pdf
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P-15-559 |Modified diphenylmethane Claimed CB} June 29, 2015 N/A N/A October 20, 2015 113 October 27, 2016 N/A N/A {adverse N/A YES October 27, 2016 No final SNUR yet The PMN states that the generic {non-confidential) use of the substance will be as a raw material for flexible foam. Based on SAR analysis of Recommended testing: EPA has determined that the results of a skin 40 CFR 72110920 80 FR 48855 {August 14,
diisocyanate prepolymer with confidential. comments received) analogous diisocyanates, EPA identified concerns for pote ntial dermal and respiratory sensitization from dermal and inhalation exposures, and  [sensitization test {OPPTS Test Guideiine 870.2600) and a $0-day inhalation 81FR 74755 {October 27, 2016) 2015)
polyol {generic). for pulmonary toxicity from inhalation exposure, to the PMN substance where the average molecular weight is below 7,500 daltons and any toxicity test (OPPTS Test Guideline 870.3465) would help characterize the
molecular weight species is below 1,000 daltons. For the molecular weight distribution described in the PMN, significant occupational exposures thuman health effects of the PMN substance. hittps://www.gpo.gov/fdsys/pkg/FR-2016-10- https://www.gpo.gov/fdsy
are not expected. Therefore, EPA has not determined that the proposed manufacture of the substance may present an unreasonable risk. EPA 27/ pdf/2016-25933.pdf s/pkg/FR-2015-08-
has determined, however, that any manufacture of the PMN substance with an average molecular weight below 7,500 daltons, and where any 14/ pdf/2015-20018.pdf
molecular weight species is below 1,000 daltons may cause serious health effects. For new isocyanates submitted as PMNs, EPA expects to issue
TSCA section 5{e) orders imposing 0.1% {imits on total residual isocyanates and greater ievels of respiratory protection {at least an APF of 50, or
1000 f used in a process that generates avapor or particulate}, and no consumer use. The Agency would then likely issue a SNUR defining the
significant new use as total residual isocyanates exceeding that 0.1% {imit and any use in a consumer product. However, as mentioned in Unit
V1., below, and in the original May 16, 2016 direct final rule, EPA designated that date as the cutoff date for determining whether the new use is
ongoing. Furthermore, a Notice of Commencement of Manufacture or import was submitted and the chemicai substance is now on the TSCA
Inventory and is being used with respiratory protection with an APF of less than 50. For these reasons, EPA is not changing the terms of the
original direct final SNUR for this PMN substance. Based on this information, the PMN substance meets the concern criteria at § 721.170{b}(3)}{(i1).
P-14-321 |Hydrochlorofluoropropane and Claimed CBI February 10, 2014 August 12, 2016 914 February 1, 2017 1087 August 24, 2016 12 N/A {No direct final ruie {N/A No August 24, 2016 No final SNUR yet The PMN states that the generic {non-confidential) use of the substances will be as site-limited, isolated and recycled intermediates. Based on  {Recommended testing: EPA has determined that the results of a subacute 81FR 57846 {August 24, 2016) 79 FR 55450 {September 16,
Hydrochloroflucroprope ne confidential. issued before proposed test data on the PMN substances, EPA identified concerns for acute toxicity inciuding lethality to animals. The Order was issued under TSCA inhalation toxicity: 28-day study {OECD Test Guideline 412) in three species: 2014)
{generic). {Reissued June 22, ruie} section 5{a){3)(B){ii}{!) based on afinding that the substance may present an unreasonable risk of injury to human health. Mouse, rat, and rabbit {6 studies total) and a combined repeated dose toxicity | https://www.gpo.gov/fdsys/pkg/FR-2016-08-
2016) study with the re production/deve lopmental toxicity screening test {OECD Test {24/ pdf/2016-20310. pdf https://www.gpo.gov/fdsy
Guideline 422) would help characterize the human health effects of the PVIN 5/pkg/FR-2014-09-
substances. The submitter has agreed to compiete this testing by the production 16/pdf/2014-22039.pdf
limits id ed in the consent order.
P-14-323 |Hydrochlorofluoropropane and Claimed CBI February 10, 2014 August 12, 2016 914 November 22, 2016 1016 August 24, 2016 12 N/A {No direct final ruie {N/A No August 24, 2016 No final SNUR yet The PMN states that the generic {non-confidential) use of the substances will be as site-limited, isolated and recycled intermediates. Based on  {Recommended testing: EPA has determined that the results of a subacute 81FR 57846 {August 24, 2016) 79 FR 55450 {September 16,
Hydrochlorofluoroprope ne confidential. issued before proposed test data on the PMN substances, EPA ide ntified concerns for acute toxicity inciuding lethality to animals. The Order was issued under TSCA inhalation toxicity: 28-day study {OECD Test Guideline 412} in three species: 2014)
{generic). {Reissued June 22, ruie) section 5{a){3){B){ii}{1) based on a finding that the substance may present an unreasonable risk of injury to human health. Mouse, rat, and rabbit (6 studies total) and a combined repeated dose toxicity | https://www.gpo.gov/fdsys/pkg/FR-2016-08-
2016) study with the re production/deve lopmental toxicity screening test {OECD Test {24/ pdf/2016-20310.pdf 'fwww.gpo.gov/Tdsy
Guide!ine 422 would help characterize the human health effects of the PMN s/okg/FR-2014-09-
substances. The submitter has agreed to compiete this testing by the production 16/ pdf/2014-22038.pdf
limits ide nitified in the consent order.
Pre-Enactment SNURS
P-11-150 |Alkali transition metal oxide Claimed CBI January 4, 2011 April 14, 2015 1561 N/A N/A May 16, 2016 398 July 15, 2016 2019|No N/A N/A Basis for TSCA section 5{e) consent order: The PN states that the generic{non-confidential} use of the substance will be as a battery material. |Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10875 76 FR 32188 (June 3, 2011)
{generic) confide ntial Based on test data on the PMN substance and structural activity relationship {SAR) analysis of test data on analogous respirable, poorly soluble  {inhalation toxicity test {OPPTS Test Guideline 870.3465) with special attention to |81 FR 30451 {May 16, 2016)
particulates, subcategory titanium dioxide, EPA identified concerns for lung, biood, kidney, and adrenal toxicity, neurotoxicity, developmental  |histopathology {inflammation and cell proliferation) of the lung tissues and https://www.gpo.gov/fdsy
toxicity, developmental neurotoxicity, cardiovascular and gastrointestinal effects, and immunosuppression. The Order was issued under TSCA  {various parameters of the bronchoalveolar lavage fluid {BALF) e.g., maker https://www.gpo.gov/tdsys/okg/FR-2016-05- 5/pka/FR-2011-06
sections S5{e){1){A}{i} and 5{e}{1){A}{i}}{l) based on afinding that the substance may present an unreasonable risk of injury to human heaith. enzyme activities, total protein content, total cell count, ceil differential, and 16/ pdf/2016-11121. palf 03/pdf/2011-13672.pdf
cell viability. It is not necessary to look at internal organs. EPA recommends that
a re covery period of 60 days be inciuded to assess the progression or regression
of any lesions would help characterize possible health effects of the substance.
The submitter has agreed to complete this testing by the confidential aggregate
production volume identified in the consent order. In addition, EPA has
determined that the results of a carcinoge nicity test {OPPTS Test Guideline
370.4200) would help characterize the potential human health effects of the
PMN substance. The Order does not require this test at any specified time or
production voiume. However, the Order's restrictions on manufacture,
processing, distribution in commerce, use, and disposal of the PMN substances
will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.
P-11-484 |Perfluoroalkyl substituted alky! Claimed CB! Juiy 8, 2011 October 30, 2014 1210 N/A N/A May 16, 2016 564 July 15, 2016 1834|No N/A N/A The PMNs state that the generic {non-confidential) use of the substances will be as surfactants. Based on physical chemical properties data, as Recommended testing: EPA has determined that the results of certain 40 CFR 72110876 76 FR 58498 {September 21,
suifonate {generic) confide ntial well as test data on analogous perfluorinated chemicals and potential perfluorinated degradation products including perfluorooctanoic acid environmental fate and human health and environmental toxicity testing would {81 FR 30451 {May 16, 2016) 2011)
{PFOA), perfluorooctanesuifonate {PFOS), perfluorohe xane sulfonate {(PFHS), and 1H,1H,2H,2H-pe rfluorooctanesulfonic acid {6-2 FTSA}, EPA help characterize human heaith and environmental effects of the PMN
identified concerns for irritation to skin, eyes, tungs, mucous membranes, lung toxicity, liver toxicity, biood toxicity, male reproductive toxicity, [substances. The submitter has agreed to conduct the testing identified inthe https://www.gpo.gov/tdsys/okg/FR-2016-05- https://www.gpo.gov/fdsy
immunosupression, and oncogenicity. EPA has concerns that these degradation products will persist in the environment, could bicaccumulate or jconsent agreement by the confidential triggers identified inthe consentorder. |16/pdf/2016-11121. pdf s/okg/FR-2011-09-
biomagnity, and could be toxic {PBT) to people, wild mammals, and birds. Further, based on test data on P-11-484, EPA predicts toxicity to Further, EPA has determined that the results of an acute inhalation toxicity test 21/pdf/2011-23973 petf
aquatic organisms may occur at concentrations that exceed 2,800 and 1 part per biiiion {ppb) respectively for PMN substances P-11-484 and P-11- [{OPPTS Test Guideline 870.1300} and a 90-day inhalation toxicity test {OPPTS
543 respectively in surface waters. The Order was issued under TSCA sections 5{e){1){A)1), s{e}{1){ANi1}{1), and S{e}{D{A){i)}{11) based ona Test Guideline 870.3465) with a post-exposure observation period of up to 3
finding that thi bstances may present an unreasonable risk of injury to the environment and human heaith, the sul nces may be months and BALF analysis would heip characterize the human heaith effects
produced in substantial quantities and may reasonably be anticipated to enter the environment in substantial quantities, and there may be from spray application of the PVIN substances. The Order does not require this
significant {or substantial} human exposure to the substances and their potential degradation products. testing at any specified time or production volume. However, the Order's
restrictions on manufacture, processing, distribution in commerce, use, and
disposal of the PMN substances will remain in effect until the Orderis modified
or revoked by EPA based on submission of that or other relevant information.
P-11-543 |Palyfluorinated alky! quaternary Claimed CBI luly 26, 2011 Octaber 30, 2014 1192 Decemper 1, 2015 1589 May 16, 2016 564 Juiy 15, 2016 1816|No N/A N/A The PMNs state that the generic {non-confidential) use of the substances wil! be as surfactants. Based on physical chemical properties data, as  |Recommended testing: EPA has determined that the results of certain 40 CFR 72110877 76 FR 58498 {September 21,
ammonium chloride {generic) confidential well as test data on analogous perfluorinated chemicals and potential perfluorinated degradation products including perfluorooctanoic acid e nvironmental fate and human health and environmental toxicity testing would 2011)
{PFOA), perfluorooctanesuifonate {PFOS), perfluorohexane sulfonate {PFHS), and 1H,1H,2H, 2H-pe rfluorooctanesul fonic acid {6-2 FTSA), EPA help characterize hurman health and environmental effects of the PMN #1FR 30451 {May 16, 2016)
identified concerns for irritation to skin, eyes, lungs, mucous me mbranes, lung toxicity, liver toxidty, biood toxicity, male reproductive toxicity, |substances. The submitter has agreed to conduct the testing identified in the hitps://www.gpo.gov/fdsy
immunosupression, and oncogenicity. EPA has concerns that these degradation products will persist in the environment, could bioaccumulate or iconsent agreement by the confidential triggers identified inthe consentorder. {https://www.gpo.gov/fdsys/pkg/FR-2016-05- s/pkg/FR-2011-09-
biomagnify, and could be toxic{PBT} to people, wild mammals, and birds. Further, based on test data on P-11-484, EPA predicts toxicity to Further, EPA has determined that the results of an acute inhalation toxicity test |16/pdf/2016-11121.pdf 21/pdf/2011-23973.pdf
aquatic organisms may occur at concentrations that exceed 2,800 and 1 part per biilion {ppb) respectively for PMN substances P-11-484 and P-11- {(OPPTS Test Guideiine 870.1300} and a 20-day inhalation toxicity test {OPPTS
543 respectively in surface waters. The Order was issued under TSCA sections S{e){1){A){1}, S{e){LHAKii}{1), and S{e {D){A){i)}{1l} based ona Test Guideline 870.3465) with a post-exposure observation period of up to 3
finding that these substances may present an unreasonable risk of injury to the environment and human heaith, the substances may be months and BALF analysis would he!p characterize the human heaith effects
produced in substantial quantities and may reasonably be anticipated to enter the environment in substantial quantities, and there may be from spray application of the PMN substances. The Order does not require this
significant {or substantial) human exposure to the substances and their potential degradation products. testing at any specified time or production volume. However, the Order's
restrictions on manufacture, processing, distribution in commerce, use, and
disposal of the PMN substances will remain in effect until the Order is modified
or revoked by EPA based on submission of that or other relevant information.
P-14-67 |Polyfluorinatedalkylsulfonyl Claimed M Company November 6, 2013 November 4, 2015 728 N/A N/A May 16, 2016 194 July 15, 2016 982|No N/A N/A The PMN states that the generic {non-confidentiai) use of the substance wili be as a polymer additive. EPA has concerns for pote ntial Recommended testing: EPA has determined that the results of the modified 40 CFR 721.10878 79 FR 38302 {Juiy 7, 2014}
substituted alkane derivative confidential. incineration or other decompuosition products of the PMN substance. These fluorinated decomposition products may be released to the aerobic activated sludge biodegradation test submitted by the company for EPA
{generic). environment from incomplete incineration of the PMN substance at low temperatures. EPA has preliminary evidence, including dataonsome  [review would help characterize the possible degradation of the PMN substance. |81 FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
tfluorinated polymers which suggest that under some conditions, the PMN substance could degrade in the environment. EPA has concerns that  [The submitter has agreed to submit the results of this test by the confidential s/okg/FR-2014-07-
the se degradation products will persistinthe environment, could bicaccumulate or biomagnify, and could be toxic {PBT) to peaple, wild production volume identified inthe consent order. EPA had determined that https://www.gpo.gov/tdsys/okg/FR-2016-05- 07/pdf/2014-15764.pdf
mammals, and birds. These concerns are based on data on analogous chemical substances, including PFOA and other pe rfluorinated alkyls, the results of a phototransformation of chemicals on soil surfaces {Organisation |16/pdf/2016-11121.pdf
including the pres d environmental degradant. EPA also has concerns that under some conditions of use, particularly non-industrial, d tion and Development {OECD) Draft Document January
commerdial, or consumer use, the PMN substance could cause lung effects, based on limited data on some perfiuorinated compounds. Concerns [2002) would help characterize the degradation potential of the PMN substance.
for the PMN substance are for lung toxicity from waterproofing of lung membrane, based on PMN properties. The order was issued under TSCA  {The Order does not require this testing at any specified time or production
sections S5{e){1){A}{i} and 5{e}{1}{A}{i}}{1}, based on a finding that these substances and their potential degradation products may presentan volume. However, the Order's restrictions on manufacture, processing,
unreasonable risk of injury to the environment and human health. distribution in commerce, use, and disposal of the PMN substances will remain
in effect untii the Order is modified or revoked by EPA based on submission of
that or other relevant information.
P-14-125 |1-Octade canaminium, N-{3-chloro-2{3001-63-6 Colonial Chemical, Inc | December 2,2013 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 956|No N/A N/A The PMN states that the generic {non-confidentiai) use of the substance wil! be as a chemical intermediate for surfactant production. Based on  |{Recommended testing: EPA has dete rmined that the results of afish early-life |40 CFR 721.10879 79 FR 38302 {Juiy 7, 2014}
hydroxypropyl)-N,N-dimethyi-, test data on the PIVIN substance, as we!! as SAR analysis of test data on analogous cationic surfactants, EPA predicts toxicity to aquatic organisms  |stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnid chronic
chioride {1:1). may occur at concentrations that exceed 2 ppb of the PMN substance in surface waters. As described inthe PMIN, releases of the substance are  {toxicity test {OPPTS Test Guideline 850.1300) would help characterize the 81FR 30451 {May 16, 2016) hitps://wirw.gpo.gov/fdsy
not expectedto result in surface water concentrations that exceed 2 ppb. Therefore, EPA has not determined that the proposed manufacturing, environmental effects of the PMN substance. s/pkg/FR-2014-07-
processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use resuiting in surface water https://www.gpo.gov/fdsys/pka/FR-2016-05-  |07/pdf/2014-15764.pdf
conce ntrations exceeding 2 ppb may result in significant adverse environme ntai effects. Based on this information, the PMN substance meets 16/ pdf/2016-11121. pdf
the concern criteria at § 721.170{b}{4){i} and {b}{4){i}).
P-14-153 |Fatty acid rxn products with Claimed CBI December 16, 2013 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 942|No N/A N/A [The PMN states that these substances will be used as chemical intermediates, additives for flotation products, and as adhesion promoters for Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10880 79 FR 38302 {Juiy 7, 2014}
aminoatkylamines {generic). confidential use inasphait applications. Based on SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may stage toxicity test (OPPTS Test Guideline 850.1400); a daphnid chronic toxicity
occur at concentrations that exceed 1 ppb of the PMN substances in surface waters. For the uses describedinthe PMN, reieases of the test (OPPTS Test Guideline 850.1300); an algai toxicity test {Office of Chemical |81 FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
substances are not expected to resuit in surface water concentrations exceeding 1 ppb. Therefore, EPA has not determined that the proposed Safety and Pollution Prevention {OCSPP) Test Guideline 850.4500); log Kow and s/okg/FR-2014-07-
manufacturing, processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the water solubility measurements; as well as either the fish acute toxicity https://www.gpo.gov/fdsys/pka/FR-2016-05-  |07/pdf/2014-15764.pdf
substances, excluding the uses described inthe PMNs, resultinin releases to surface water concentrations exceeding 1 ppb may resuitin mitigated by humicacid test {OPPTS Test Guideline 850.1085) or the whole 16/pdf/2016-11121. pdf
significant adverse environmentat effects. Based on this information, the PMN substances meet the concern criteria at & 721.270{b}{4){1i). sediment acute toxicity invertebrates, freshwater test {OPPTS Test Guideline
850.1735) would help characterize the environmental effects of the PMN
substances. EPA also recommends that the guidance document on aquatic
toxicity testing of difficult substance and mixtures (OECD Test Guideline 23) be
consulted to facilitate solubiiity in the test media. Testing should be tiered,
starting with water solubility and log Kow measurements before proceeding
with higher tier toxicity tests.
P-14-154 |Fatty acid rxn products with Claimed CBI December 16, 2013 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 942|No N/A N/A The PMN states that these substances will be used as chemical intermediates, additives for flotation products, and as adhesion promoters for Recommended testing: EPA has determined that the results of a fish early-life |40 CFR 721.10880 79 FR 38302 {Juiy 7, 2014}
aminoaikylamines {generic). confidential use inasphait applications. Based on SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronic toxicity
occur at concentrations that exceed 1 ppb of the PN substances in surface waters. For the uses described inthe PMN, reieases of the test {OPPTS Test Guideline 850.1300); an algai toxicity test {Office of Chemical {81 FR 30451 {May 16, 2016) hitps://www.gpo.gov/fdsy
substances are not expected to resuitin surface water conce ntrations exceeding 1 ppb. Therefore, EPA has not determined that the proposed  {Safety and Poliution Prevention {OCSPP) Test Guideline 850.4500); log Kow and s/pkg/FR-2014-07-
manufacturing, processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the water solubility measurements; as well as either the fish acute toxicity https://www.gpo.gov/fdsys/okg/FR-2016-05- 07/ pdf/2014-15764.pdf
substances, excluding the uses described inthe PMNs, result inin releases to surface water concentrations exceeding 1 ppb may resuitin mitigated by humic acid test {OPPTS Test Guideline 850.1085) or the whole 16/ pdf/2016-11121. pdf
significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170(b}{4){1i). sediment acute toxicity invertebrates, freshwater test {OPPTS Test Guideline
850.1735) would help characterize the environmental effects of the PMN
substances. EPA also recommends that the guidance document on aquatic
toxicity testing of difficult substance and mixtures {OECD Test Guideline 23} be
consulted to facilitate solubiiity in the test media. Testing should be tiered,
starting with water solubility and log Kow measurements before proceeding
with higher tier toxicity tests.
P-15-7% |Fatty acid rxn products with Claimed CB! November 6, 2014 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 617|No N/A N/A The PMN states that these substances will be used as chemical intermediates, additives for flotation products, and as adhesion promoters for Recommended testing: EPA has determined that the results of a fish early-life |40 CFR 721.10880 S0 FR 3584 (January 23,
aminoaikylamines {(generic}. confide ntial use inasphalt applications. Based on SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity 2015)
occur at concentrations that exceed 1 ppb of the PVIN substances in surface waters. For the uses described in the PMN, releases of the test {OPPTS Test Guideline 850.1300); an algal toxicity test {Office of Chemical |81 FR 30451 {May 16, 2016)
substances are not expected to result in surface water concentrations exceeding 1 ppb. Therefore, EPA has not determined that the proposed Safety and Poliution Prevention {OCSPP} Test Guideline 850.4500); log Kow and https://www.gpo.gov/fdsy
manufacturing, processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the water solubility measurements; as well as either the fish acute toxicity hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- s/okg/FR-2015-01-
substances, excluding the uses described inthe PMNs, result inin reieases to surface water concentrations exceeding 1 ppb may resuitin mitigated by humic acid test {OPPTS Test Guideline 850.1085) or the whole 16/pdf/2016-11121. pdf 23/pdf/2015-01173.pdf
significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b)}{4){ii). sediment acute toxicity invertebrates, freshwater test {OPPTS Test Guideline
850.1735) would help characterize the environmental effects of the PMN
substances. EPA also recommends that the guidance document on aguatic
toxicity testing of difficult substance and mixtures {QECD Test Guideline 23) be
consulted to facilitate solubility inthe test media. Testing should be tiered,
starting with water solubility and log Kow measurements before proceeding
with higher tier toxicity tests.
P-15-80 |Fatty acid rxn products with Claimed CBI November 6, 2014 N/A N/A N/A N/A May 16, 2016 N/A Juiy 15, 2016 617|No N/A N/A [The PMN states that these substances will be used as che mical intermediates, additives for flotation products, and as adhesion promoters for Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10880 30 FR 3584 {January 23,
aminoaikylamines {generic}. confidential use inasphalt applications. Based on SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity 2015)
occur at concentrations that exceed 1 ppb of the PVN substances in surface waters. For the uses described in the PMN, releases of the test {OPPTS Test Guideline 850.1300); an algal toxicity test {Office of Chemical |81 FR 30451 {May 16, 2016)
substances are not expected to result in surface water conce ntrations exceeding 1 ppb. Therefore, EPA has not determined that the proposed  [Safety and Poliution Prevention {OCSPP) Test Guideline 850.4500); log Kow and hitps://www.gpo.gov/fdsy
manufacturing, processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the water solubility measurements; as well as either the fish acute toxicity nttps://www.gpo.gov/fdsys/pkg/FR-2016-05-  |s/pkg/FR-2015-01-
substances, excluding the uses described inthe PMNs, result inin releases to surface water concentrations exceeding 1 ppb may resuitin mitigated by humicacid test {OPPTS Test Guideline 850.1085) or the whole 16/ petf/2016-13121. polf 23/pdf/2015-01173.pelf
significant adverse environmentai effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b){4){ii). sediment acute toxicity invertebrates, freshwater test {OPPTS Test Guideline
850.1735) would help characterize the environme ntal effects of the PMN
substances. EPA also recommends that the guidance document on aquatic
toxicity testing of difficult substance and mixtures {OECD Test Guideiine 23) be
consulted to facilitate solubility inthe test media. Testing should be tiered,
starting with water solubility and log Kow measurements before proceeding
with highertier toxicity tests.
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£-14-155 [Fatly acid amides {(generic) Claimed CB} December 16, 2013 N/A N/A N/A May 36, 2016 N/A July 15, 2016 The PMNs state that the substances will be used as chemical intermediates, additives for flotation products, and adhesion promotersforuse in - {Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10881 79 FR 38302 (July 7, 2034}
confidential asphalt applications. Based on SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity
may occur at concentrations that exceed 2 and 3 ppb respectively of the PMN substances P-14-155 and P-14-156 in surface waters. For the uses  {test {OPPTS Test Guideline 850.1300); an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016) hitps://wirw.gpo.gov/fdsy
described in the PMINs, releases of the substances are not expected to result in surface water concentrations that exceed 2 ppb and 3 ppb of the [Guideline 850.4500}; log Kow and water solubility measurements; as well as s/pkg/FR-2014-07-
PMN substances respectively. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may either the fish acute toxicity mitigated by humic acid test {OPPTS Test Guideline {https://www.gpo.gov/fdsys/okg/FR-2016-05- 07/ pdf/2014-15764.pdf
present an unreasonable risk. EPA has determined, however, that any use of the substances, excluding uses described in the PMNs, resulting in  {850.1085) or the whole sediment acute toxicity invertebrates, freshwater test 16/ pdf/2016-11121. pdf
surface water conce ntrations exceeding 2 ppb {P-14-155) or 3 ppb {P-14-156) of the PMN substances may resuit in significant adverse {OPPTS Test Guideline 850.1735) would help characterize the environmentat
environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b){3){ii}). effects of the PMN substances. EPA also recommends that the guidance
document on aquatic toxicity testing of difficult substance and mixtures {OECD
Test Guideline 23) be consulted to facilitate solubility in the test media,
because of the PMN's low water solubility. Testing should be tiered, starting
with water solubility and log Kow measurements before proceeding with higher
tier toxicity tests.
P-14-156 |Fatty acid amides (generic) Claimed CBI December 16, 2013 N/A N/A N/A May 16, 2016 N/A July 15, 2016 The PMNs state that the substances will be used as chemical intermediates, additives for flotation products, and adhesion promotersfor use in  |[Recommended testing: EPA has determined that the results of a fish early-life |40 CFR 721.10881 79 FR 38302 (July 7, 2014}
confide ntial asphalt applications. Based on SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts toxicity to aguatic organisms stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity
may occur at concentrations that exceed 2 and 3 ppb respectively of the PMN substances P-14-155 and P-14-156 in surface waters. For the uses test {OPPTS Test Guideline 850.1300); an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
described in the PVINS, releases of the substances are not expected to result in surface water concentrations that exceed 2 ppb and 3 ppb of the  [Guideiine 850.4500); og Kow and water solubility measurements; as well as 5/pka/FR-2014-07
PMN substances respectively. Therefare, EPA has not determined that the proposed manufacturing, processing, or use of the substances may either the fish acute toxicity mitigated by humic acid test {OPPTS Test Guideline {https://www.gpo.gov/fdsys/pkg/FR-2016-05- 07/pdf/2014-15764.pdf
present an unreasonable risk. EPA has determined, however, that any use of the substances, exciuding uses described in the PMNSs, resultingin  {850.1085) or the whale sediment acute toxicity inverte brates, freshwater test 16/pdf/2016-11121. pdf
surface water conce ntrations exceeding 2 ppb {P-14-155) or 3 ppb (P-14-156) of the PMN substances may resuit in significant adverse {OPPTS Test Guideline 850.1735) would help characterize the environmental
environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b)(3){ii). effects of the PMN substances. EPA also recommends that the guidance
document on aquatic toxicity testing of difficult substance and mixtures (OECD
Test Guideline 23) be consulted to faciiitate solubility in the test media,
because of the PMN's low water solubility. Testing should be tiered, starting
with water solubility and log Kow measurements before proceeding with higher
tier toxicity tests.
P-14-188 |Trialkylammanium borodibenzoate [Claimed CBI December 19, 2013 N/A June 16, 2015 544 May 16, 2016 N/A Juiy 15, 2016 The PMN states that the generic {non-confidential) use of the substance wili be as a color developer for general printing applications. Basedon  {Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10882 79 FR 38302 {July 7, 2014)
{generic). confidential test data on the PIVIN substance and SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur {stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnid chronic
at conce ntrations that exceed 47 ppb of the PMN substance in surface waters for greater than 20 days per year. This 20-day criterionisderived  toxicity test {OPPTS Test Guideline 850.1300) would help characterize the 81FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
from partial iife cycie tests {daphnid chronicand fish early life stage tests) that typically range from 21 to 28 days in duration. EPA predicts environmental effects of the PMN substance. s/pkg/FR-2014-07-
toxicity to aquatic organisms may occur if reieases of the substance to surface water, from domestic manufacture or from uses other than as nttps://www.gpo.gov/idsys/pkg/FR-2016-05-  |07/pdf/2014-15764.pdf
described inthe PMN, exceed releases from the use described inthe PVIN. For the use described in the PMN, environmental releases did not 16/ pdf/2016-11121. pdf
exceed 47 ppb for more than 20 days per year. Therefore, EPA has not determined that the proposed manufacturing {defined by statute to
include import), processing or use of the substance may present an unreasonable risk. EPA has determined, however, that any domestic
manufacture or use of the substance other thanas listed in the PMN may result in significant adverse environmental effects. Based on this
information, the PMN substance meets the conce m criteria at § 721.170{b}{4}{i) and {b){4){ii}.

P-14-324 |Fatty ester derivatives, reaction Claimed CBI February 10, 2014 N/A February 17, 2016 737 May 16, 2016 N/A July 15, 2016 The PMN states that the substance will be used as a lubricating oil additive. Based on SAR analysis of test data onanalogous boron compounds, {Recommended testing: EPA has determined that the results of a chronic fish 40 CFR 721.10883 79 FR 55450 {September 16,
products with alkanolamine, confidential. EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 2 ppb of the PMN substance in surface waters for greater than {early-life stage toxicity test {OPPTS Test Guideline 850.1400) would help 2014}
hydroxylated, borated {generic). 20 days per year. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and fish early life stage tests) that typically range  |characterize the environmental effects of the PMN substance. 81 FR 30451 {May 16, 2016)

from 21 to 28 days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of the substance to surface water, from uses other hitps://www.gpo.gov/fdsy
[than as described in the PMIN, exceed releases from the use described inthe PMIN. For the use described inthe PMN, environmental releases https://www.gpo.gov/fdsys/pke/FR-2016-05- s/okg/FR-2014-09-
did not exceed 2 ppb for more than 20 days per year. Therefore, EPA has not dete rmined that the proposed manufacturing {defined by statute to 16/pdf/2016-11121. pdf 16/pdf/2014-22039.pdf
include import), processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the
substance other than as a lubricating oil additive may result in significant adverse environmental effects. Based on this information, the PMN
substance meets the concern criteria at § 721.170{b}{4){i1).
P-14-397 |Benzenepropanoi, 1-benzoate 60045-26-3 CBI March 6, 2014 N/A August 17,2015 529 May 16, 2016 N/A July 15, 2016 The PMN states that the substance will be used as a plasticizer in adhesives for food-product packaging, a diluents-type plasticizer in plastisois, a {Recommended testing: EPA has determined that the results of afish early-life 140 CFR 721.10884 79 FR 55450 {September 16,
coalescent in architectural paints and coatings, and a fragrance carrierinfragrances. Based on SAR anaiysis of test data on analogous esters, EPA  istage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity 2014}
predicts toxicity to aquatic organisms may occur at concentrations that exceed 5 ppb of the PMN substance in surface waters for greaterthan20  {test {OPPTS Test Guideline 850.1300); and an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016)
days per year. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and fish early life stage tests) that typically range from |Guideline 850.4500) would help characterize the environmental effects of the hitps://www.gpo.gov/fdsy
21 10 28 days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of the substance to surface water, from uses other than {PVN substance. https://www.gpo.gov/fdsys/pka/FR-2016-05-  |s/pka/FR-2014-09-
as described inthe PMN, exceed releases from the uses described inthe PMN. For the uses described in the PMN, environmental releases did 16/ pdf/2016-11121. pdf 16/ pdf/2014-22039.pdf
not exceed 5 ppb for more than 20 days per year. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the
substance may present an unreasonable risk. EPA has determined, however, that any use of the substance other than as listed in the PMN may
result in significant adverse environmental effects. Based on this information, the PMN substance meets the concern criteriaat
5 721.170(b){4){i1).
P-14-448 |Alcohols, C 12-22, distn. Residues 1476777-83-9 Sasol North America March 25, 2014 N/A September 4, 2014 163 May 16, 2016 N/A July 15, 2016 [The PMN states that the use of the substance will be used informulation of defoamers used in the production of paper. Based on structure- Recommended testing: EPA has determined that the results of afish acute 40 CFR 721.10885 79 FR 55450 {September 16,
Inc activity refationship SAR analysis of test data on analogous neutral organics, EPA predicts toxicity to aquatic organisms may occur at toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute 2014)
concentrations that exceed 7 ppb of the PMN substance in surface waters for greater than 20 days per year. This 20-day ariterionis derived from finvertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010); {81 FR 30451 {May 16, 2016)
partial life cycle tests {daphnid chronic and fish early life stage tests) that typically range from 21.to 28 days in duration. EPA predicts toxicity o |and an algal toxicity test {OCSPP Test Guideline 850.4500) would help hitps://www.gpo.gov/Tdsy
aquatic organisms may occur if releases of the substance to surface waters exceed reieases from the use described in the PMIN. As described in  {characterize the environmental effects of the PMN substance. Before nttps://www.gpo.gov/fdsys/pkg/FR-2016-05-  |s/pkg/FR-2014-09-
[the PMN, refeases of the substance are not expected to result in surface water concentrations that exceed 7 ppb for more than 20 days peryear. [conducting these aquatic toxicity testing, EPA recommends chemical 16/pdf/2016-11121. pdf 16/pdf/2014- df
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA icharacterization of the alky! range for the alcohol moiety and a water solubility
has determined, however, any use where the cumulative moiecular weights of the C 12 and C 14 components exceed 2 percent by weight of the {test {OECD Test Guideline 105} should be conducted.
overall molecular weight of the PN substance may result in significant adverse environmental effects. Based on this information, the PMN
substance meets the concern criteria at § 721.170{b}{4){i1}.

P-14-501 |Phosphoric acid, mixed Buand 1502809-48-4 Ethox Chemicals, LLC April 21, 2014 N/A N/A N/A May 16, 2016 N/A July 15, 2016 The PMN states that substances will be used as ge!llants for use in oil fracturing. Based on structure-activity relationship {SAR) analysis of test Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10886 79 FR 55460 {September 16,
decy! and octyl and 2-{2- data on analogous neutral organics, EPA predicts toxicity to aquatic organisms may occur at cancentrations that exceed 4 ppb of the PMN toxicity test, freshwater and marine {OPPTS Test Guideline 850.10 an aquatic 2014}
phenoxyethoxyjetay and 2- supstances in surface waters. As described in the PMINs, releases of the substances are not expected to result in surface water concentrations  {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 81FR 30451 {May 16, 2016)
phenoxyethyl esters that exceed 4 ppb. Therefore, EPA has not dete rmined that the proposed manufacturing, processing, or use of the substances may presentan  850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) would help hitps://www.gpo.gov/fdsy

unreasonable risk. EPA has determined, however, that any use of substances resulting in releases to surface water concentrations exceeding 4 [characterize the environmental effects of the PMN substances. https://www.gpo.gov/fdsys/pka/FR-2016-05-  |s/pka/FR-2014-09-
ppb may resuit in significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteriaat 16/ pdf/2016-11121. pdf 16/ pdf/2014-22037.pdf
5 721.170(B){4){11).

P-14-502 |Phosphoric acid, mixed Bu and 1502809-56-4 Ethox Chemicals, LLC April 21, 2014 N/A N/A N/A May 16, 2016 N/A July 15, 2016 The PMIN states that substances will be used as gellants for use in oil fracturing. Based on structure-activity relationship {SAR} analysis of test Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10887 79 FR 55460 {September 16,
decy! and octyl and 2-{2- data on analogous neutral organics, EPA predicts toxicity to aquatic organisms may occur at cancentrations that exceed 4 ppb of the PMN toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic 2014}
phenoxyethoxyjethy! and 2- substances in surface waters. As described in the PMNs, releases of the substances are not expected to result in surface water concentrations invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 81FR 30451 {May 16, 2016)
phenoxyethyl esters, potassium that exceed 4 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may presentan 850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) would help https://www.gpo.gov/fdsy
salts unreasonable risk. EPA has determined, however, that any use of substances resulting in releases to surface water conce ntrations exce characterize the environmental effects of the PMN substances. https://www.gpo.gov/fdsys/pka/FR-2016-05-  |s/pka/FR-2014-09-

ppb may resuitin significant adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at 16/ pdf/2016-11121. pdf 16/ pdf/2014-22037.pdf
5 721.170(b){4){i1).

P-15-59 [Siloxanes and Silicones, 3-[(2- 3623456-05-2 Otis (nstitute, Inc October 22, 2014 May 3, 2015 May 29, 2015 219 May 16, 2016 377 July 15, 2016 The PMNs state that the substances will be used as a down converter for an optical filter for light emitting diodes used in dispiays (P-15-59) and  |Recommended testing: EPA has determined that the development of dataon 40 CFR 721.10883 79 FR 73297 {December 10,
aminoethyl}amino)propyl Me, di- as chemical intermediates {P-15-60 and P-15-104). Based on SAR analysis of test data on analogous respirable, pooriy soluble particulates and the [certain material characterization data specified in the consent order on PMN 2014)

Me, reaction products with presence of cadmium, EPA identified concerns for lung effects, kidney effects, and oncogenicity. Inaddition, EPA predicts chronic toxicity to substance P-15-59 would he!p characterize the possible effects of the PMN 81 FR 30451 {May 16, 2016)

cadmium zinc selenide suifide, aquatic organisms from exposure to cadmium. The Order was issued under TSCA sections S{e {D){A){i} and 5{e}{1){A}{ii){1}, based onafinding substance. The submitter has agreed to submit the results of these studies prior https://www.gpo.gov/fdsy

lauric acid and oleylamine that the substances may presentan unreasonable risk of injury to human health and the environment. to 3and 18 month time triggers identified in the consent order. inaddition, EPA [https://www.gpo.gov/fdsys/pkg/FR-2016-05- 5/pka/FR-2014-12

determined that the results of a metabolism and pharmacokinetics test {OPPTS |16/ pdf/2016-11121. pdf 10/ pdf/2014-28944.pdf
Test Guideline 870.7485) would he p characterize the human health and

environmental effect of the PMN substance. The Order does not require this

testing at any specified time or production volume. However, the Order's

restrictions on manufacture, processing, distribution in commerce, use, and

disposal of the PMN substances will remain in effect until the Orderis modified

or revoked by EPA based on submission of that or other relevant information.

P-15-60 |Dodecancicacid, reaction products [1773514-92-3 Otis institute, inc October 22, 2014 May 5, 2015 May 29, 2015 219 May 16, 2016 377 July 15, 2016 The PMNSs state that the substances wiil be used as a down converter for an optical filter for light emitting diodes used in dispiays (P-15-59) and |Recommended testing: EPA has determined that the deveiopment of data on 40 CFR 721.10889 79 FR 73297 {December 10,
with cadmium zinc selenide sulfide as chemical intermediates (P-15-60 and P-15-104}. Based on SAR analysis of test data on analogous respirable, pooriy soluble particulates and the |certain material characterization data specified in the consent order on PMN 2014}
and oleylamine presence of cadmium, EPA identified concerns for lung effects, kidney effects, and oncogenicity. Inaddition, EPA predicts chronic toxicity to substance P-15-59 would he!p characterize the possible effects of the PMN 81FR 30451 {May 16, 2016)

aquatic organisms from exposure to cadmium. The Order was issued under TSCA sections S{e { 1){A){i} and 5{e}{ 1}{A)ii){1}, based onafinding substance. The submitter has agreed to submit the results of these studies prior https://www.gpo.gov/fdsy
that the substances may present an unreasonable risk of injury to human health and the environment. to 3and 18 month time triggers identified inthe consent order. inaddition, EPA |{https://www.gpo.gov/fdsys/pka/FR-2016-05-  |s/pkg/FR-2014-12-
determined that the results of a metabolism and pharmacokinetics test {OPPTS |16/pdf/2016-11121. pdf 10/ pdf/2014-28944.pdf
Test Guideline 870.7485) would heip characterize the human health and
environmental effect of the PMN substance. The Order does not require this
testing at any specified time or production volume. However, the Order's
restrictions on manufacture, processing, distribution in commerce, use, and
disposal of the PMN substances will remain in effect until the Orderis modified
or revoked by EPA based on submission of that or other relevant information.

P-15-104 |Phosphonicadid, P-tetradecyi-, 1773514-66-1 Ctis Institute, inc November 21, 2014 NMay 5, 2015 May 29, 2013 189 May 36, 2016 377 July 15, 2016 The PMNs state that the substances will be used as a down converter for an optical filter for light emitting diodes used indisplays {P-15-59) and  {Recommended testing: EPA has determined that the development of dataon 40 CFR 72110890 80 FR 3584 {January 23,
reaction products with cadmium as chemical intermediates (P-15-60 and P-15-104). Based on SAR analysis of test data on analogous respirable, poorly soluble particulates and the icertain material characterization data specified in the consent order on PMIN 2015)
seienide {CdSe) presence of cadmium, EPA identified concerns for lung effects, kidney effects, and oncogenicity. In addition, EPA predicts chronictoxicity to substance P-15-59 would help characterize the possible effects of the PMN 81FR 30451 {May 16, 2016)

aquatic organisms from exposure to cadmium. The Order was issued under TSCA sections 5{e {1){A){i} and 5{e}{ 1}{A){ii}{}}, based onafinding substance. The submitter has agreed to submit the results of these studies prior https://www.gpo.gov/fdsy
that the substances may present an unreasonable risk of injury to human heaith and the environment. to 3 and 18 month time triggers identified in the consent order. inaddition, EPA |https://www.gpo.gov/fdsys/pkg/FR-2016-05- s/pkg/FR-2015-01-
determined that the results of a metabolism and pharmacokinetics test {OPPTS |16/pdf/2016-11121. pdf 23/ pdf/2015-01173.pdf
Test Guideline 870.7485) would heip characterize the human health and
environmental effect of the PMN substance. The Order does not require this
testing at any specified time ar production valume. However, the Order's
restrictions on manufacture, processing, distribution in commerce, use, and
disposal of the PMN substances will remainin effect until the Order is modified
or revoked by EPA based on submission of that or other relevant information.

P-15-81 |Alkyi silicate, polymer with 2- Claimed CBI November 7, 2014 N/A N/A N/A May 16, 2016 N/A July 15, 2016 The PMN states that the generic {non-confidential) use of the substance wili be as an ingredient in liquid paint coating. Based on SARanalysis of |Recommended testing: EPA has determined that the results of a combined 40 CFR 721.10891 S0 FR 3584 (January 23,
{chloromethyljoxirane and 4,40-(1- jconfidential test data on analogous epoxides, there were heaith concerns regarding skin and lung sensitization, mutage nicity, oncogenicity, developmental {repeated dose toxicity study with the re production/developmental toxicity 2015)
methylethylidene)bis[phenol], toxicity, male reproductive, liver, and kidney toxicity based on the epoxide oxidation product as wel! as irritation and {ung toxicity expected screening test {OECD Test Guideline 422); a Zahn-Wellens/EMPA test {OPPTS 81FR 30451 {May 16, 2016)
alkoxylated {generic). from the ethoxy silane hydrolysis product from exposure ta the PMN substance via dermal exposure. Further, based an SAR analysis of test data {Test Guideline 835.3200); a fish early-life stage toxicity test {OPPTS Test https://www.gpo.gov/fdsy

on analogous epoxides, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in Guideline 850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- s/okg/FR-2015-01-
surface waters. As described in the PMN, occupational exposures are expected to be minimal due to use of adequate dermai personal 850.1300); and an algal toxicity test {OCSPP Test Guideline 850.4500) would help [16/pdf/2016-11121. pdf 23/ pdf/2015-01173.pdf
protection equipment and releases of the substance are not expected to result in surface water concentrations that exceed 1ppb. Therefore,  Icharacterize the human health and environmental effects of the PMN

EPA has not de ned that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has substance.

determined, however, that any use without the use of impervious gloves, where there is a potential for dermal exposure, or any use of the

substance resulting in surface water concentrations exceeding 1 ppb may result in serious human heaith or significant adverse environmental

effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){ 1){i}{C}, {b}(3)}{i1) and (b}{4){i}).

P-15-109 |Reaction product of a mixture of Claimed CBI November 24, 2014 N/A September 22, 2016 668 May 16, 2016 N/A July 15, 2016 The PMN states that the generic {non-confidentiai} use of the substance is as an intermediate. Based on SAR analysis of test data on analogous  {Recommended testing: EPA has determined that the results of a fish early-life 140 CFR 721.10852 80 FR 3584 {January 23,
aromatic dianhydrides and aliphatic jconfidential. anilines, EPA predicts toxicity to aquatic organisms may occur at conce ntrations that exceed 11 ppb of the PMN substance in surface waters. As  |stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity 2015}
esters with an aromatic diamine described in the PMN, releases of the substance are not expected to resuit in surface water concentrations that exceed 11 ppb. Therefore, EPA  test {OPPTS Test Guideline 850.1300); an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016)

{generic). has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has Guide!ine 850.4500}; and a ready biodegradability test {OECD Test Guideline https://www.gpo.gov/fdsy
determined, however, that any use of the substance resulting in surface water concentrations exceeding 11 ppb may resuit in significant adverse {301} would help characterize the environmental effects of the PMN substance.  |https://www.gpo.gov/fdsys/pkg/FR-2016-05- s/pkg/FR-2015-01-
environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4){ii). EPA recommends that the fate testing be performed first as the results may 16/pdf/2016-11121. pdf 23/ pdf/2015-01173.pdf

mitigate the need for further toxicity testing or change the testing
recommendations.

P-15-111 |Fatty acids, tall-oil, reaction Claimed Huntsman November 24, 2014 N/A August 7, 2015 256 May 16, 2016 N/A July 15, 2016 The PMN states that the generic {non-confidential) use of the substance wili be as a hardener for coating systems. Based on SAR analysis of test  {Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10893 S0 FR 3584 (January 23,
products with an ether and confide ntial data on analogous aliphatic amines, EPA predicts toxicity to aguatic organisms may occur at concentrations that exceed 1 ppb of the PMN stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity 2015)
triethylenetetramine {generic). substance in surface waters for greater than 20 days per year. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and test {OPPTS Test Guideline 850.1300); an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016)

fish early life stage tests) that typically range from 21 to 28 days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of  |Guideiine 850.4500); and a ready biodegradabiiity test {OECD Test Guideline https://www.gpo.gov/fdsy
the substance to surface water, from uses other than as described inthe PMN, exceed releases from the use described in the PMN. Forthe use  {301) wouid help characterize the environmental effects of the PMN substance. | https://www.gpo.gov/fdsys/pkg/FR-2016-05- s/okg/FR-2015-01-
described inthe PMN, environmental releases did not exceed 1 ppb for more than 20 days peryear. Therefore, EPA has not determinedthat the [EPA recommends that the fate testing be performed first as the results may 16/pdf/2016-11121. pdf 23/ pdf/2015-01173.pdf
proposed manufacturing {defined by statute to include import), processing, or use of the substance may present an unreasonable risk. EPAhas  mitigate the need for further toxicity testing o change the testing

determined, however, that any domestic manufacture of the substance, orany use of the PMN substance other than as described in the PMIN recommendations.

may result in significant adverse environmental effects. Based on this information, the PMN substance meets the concern criteria at

5 721.170(B){4){11).

P-15-120 [Substituted be nzyl acrylate Claimed Miwon North November 28, 2014 N/A May 11, 2016 530 May 16, 2016 N/A July 15, 2016 The PMIN states that the generic {non-confidentiai) use of the substance will be as a resin for industrial coating. Based on SAR analysis of test Recommended testing: EPA has determined that the results of a fish early-life |40 CFR 721.108%4 S0 FR 3584 {January 23,
{generic). confidential [America, INC data on analogous acrylates, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in  [stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity 2015)

surface waters. As described inthe PMN, releases of the substance are not expected to resuit in surface water concentrations that exceed 1 ppb.
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA
has determined, however, that any use of the subistance resulting in surface water concentrations exceeding 1 ppb may resuit in significant
adverse environmental effects. Based on this information, the PVIN substance meets the concern criteria at § 721.170{b){4){i1}.

test {OPPTS Test Guideline 850.1300); an algai toxicity test {OCSPP Test
Guide!ine 850.4500}; and a ready biodegradability test {OECD Test Guideline
301) would help characterize the environmental effects of the PMN substance.
EPA recommends that the fate testing be performed first as the results may
mitigate the need for further toxicity testing or change the testing

recommendations.

81FR 30451 { May 16, 2016)

https://www.gpo.gov/tdsys/pkg/FR-2016-05-
16/pdf/2016-11121. pdf

https://www.gpo.gov/fdsy
5/pkg/FR-2015-01:
23/ pdf/2015-01173.pdf
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P-15-154 |Fluoroalkyl acrylate copolymer CB} December 18, 2014 N/A N/A N/A N/A May 36, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a textile treatment. The Order was issued under TSCA Recommended testing: EPA has determined that the results of certain toxicity |40 CFR 72110895 80 FR 9262 {February 20,

{generic). sections 5{e){1){A){i}, (e} H{ANI}{!), and 5{e){1){A){iI}{i} based on a finding that the substance may present an unreasenable risk of injuryto  fand environmentai fate testing would help characterize the PMN substance. The 2015)
hurman health and the environment. submitter has agreed to complete the testing identified in the testing section of {81 FR 30451 {May 16, 2016)

the consent order by the confidential limits specified. In addition, EPA has https://www.gpo.gov/fdsy
determined that the results of a 90-day inhalation toxicity test in rats (OPPTS https://www.gpo.gov/fdsys/okg/FR-2016-05- s/pkg/FR-2015-02-
Test Guideline 870.3465/0ECD Test Guideline 413} with a 60-day holding period, |16/pdf/2016-11121.pdf 20/ pdf/2015-03460.pdf
and certain physical chemical property and environmental fate testing
identified in the consent order would heip characterize the human heaith and
fate effects of the PMN substance. The Order does not require this testing at
any specified time or production volume. However, the Order's restrictions on
manufacture, processing, distribution in c herce, use, and disposal of the
PV substances will remain in effect untii the Order is modified or revoked by
EPA based on submission of that or other relevant information.
P-15-176 |1-Hexanol, 6-mercapto- Henkel Corporation January 9, 2015 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 N/A N/A [The PMN states that the substance will be used as a chemical intermediate to curable monomers. Based on SAR analysis of test data on Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.1089% SO0 FR 14374 {March 19,
analogous thiols, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 8 ppb of the PMN substance in surface toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aguatic 2015)
waters. As described in the PMN, releases of the substance are not expected to result in surface water concentrations that exceed 8 ppb. invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 81FR 30451 {May 16, 2016)
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA 1850.1010); an aigal toxicity test {OCSPP Test Guideline 850.4500); and a ready https://www.gpo.gov/fdsy
has determined, however, that any use of the substance that results in surface water concentrations exceeding 8 ppb may resuit in significant biodegradability test {OECD Test Guideline 301B) would heip characterize the https://www.gpo.gov/tdsys/okg/FR-2016-05- 5/pka/FR-2015-03
adverse environmental effects. Based on this information, the PVIN substance meets the concern criteriaat § 721.170{b}{4){1i). environmental effects of the PMN substance. EPA recommends that the fate 16/ pdf/2016-11121. pdf 19/ pdf/2015-06223.pdf
testing be performed first as the results may mitigate the need for further
toxicity testing or change the testing recommendations.
P-15-177 |Phenot, 2,2"-[1.2-disubstituted-1,2- CBI January 8, 2015 N/A N/A December 16, 2015 342 May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidentiai) use of the substance will be as a catalyst in the process to manufacture a crop protection Recommended testing: EPA has determined that the results of a skin 40 CFR 721.10897 SO0 FR 14374 {March 19,

ethanediyl]bis{iminomethylene}bis chemical. Based on test data onthe PMN substance, EPA identified concerns for biood toxicity to workers from dermal exposures to the PMN absorption, Invitro method (OECD Test Guideline 428) would help characterize 2015)

[substituted- {generic} substance. As described in the PMN, occupational exposures are expected to be minimal due to use of adequate dermal personal protection the human health effects of the PMN substance. 81 FR 30451 {May 16, 2016)
equipment. Therefare, EPA has not determined that the proposed manufacturing, processing, or use of the substance may presentan https://www.gpo.gov/fdsy
unreasonable risk. EPA has determined, however, that any use of the substance without the use of chemical impervious gloves, where thereisa https://www.gpo.gov/tdsys/pkg/FR-2016-05- s/pka/FR-2015-03
potential for dermal exposure, or any use of the substance other than as described in the PMN may cause serious health effects. Based on this 16/ pdf/2016-11121. pdf 19/ pdf/2015-06223.pdf
information, the PMN substance meets the concern criteria at § 721.170{b){3)i).

P-15-188 |Carbomonocycies, polymer with Alinex USA Inc January 16, 2013 N/A N/A May 8, 2015 312 May 16, 2016 N/A July 15, 2016 N/A N/A [The PMN states that the substance will be used as a pigment-wetting resin for Ultra Violet {Uv) able coatings. Based on SAR analysis of test  \Recommended testing: EPA has determined that the results of a water solubility 140 CFR 721.10898 B0 FR 14374 {March 19,

substituted heteromonocycle, data on analogous methacrylates, EPA predicts toxicity to aquatic organisms may occur at conce ntrations that exceed 7 ppb of the PMN test {(OECD Test Guideline 105); a fish acute toxicity test, freshwater and marine 2015)

succinate, methyl acrylate substance in surface waters for greater than 20 days per year. This 20-day criterion is derived from partial life cycie tests {daphnid chronic and {OPPTS Test Guideline 850.1075); an acute inverte brate toxicity test, freshwater {81 FR 30451{May 16, 2016)

{generic). fish early life stage tests) that typically range from 21 to 28 days in duration. EPA predicts toxicity to aguatic organisms may occur if releases of  {daphnids {OPPTS Test Guideline 850.1010); and an aigal toxicity test {OCSPP Test https://www.gpo.gov/fdsy
the substance to surface water, from uses other than as described in the PMN, exceed releases from the use described in the PMN. Forthe use  {Guideiine 850.4500) wouid help characterize the environmental effects of the hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- s/pkg/FR-2015-03-
described in the PMN, environmental releases did not exceed 7 ppb for mare than 20 days per year. Therefore, EPA has not determined thatthe {PMN substance. The water solubility testing shouid be conducted prior to 16/ pdf/2016-11121. pdf 19/ pdf/2015-06223.pdf
proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of |conducting the ecotoxicity testing as the results of the water sotubility may
the substance otherthanas listed inthe PMN may result in significant adverse environmental effects. Based on this information, the PMN change the recommended ecotoxicity testing.
substance meets the concern criteriaat § 721.170{b)}{4){i1).

P-15-190 |Halogenated alkyl industrial Speciality January 19, 2 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance will be for cationization of starch. Based on test data onanalogous Recommended testing: EPA has determined that the results of a bacterial 40 CFR 721.10899 B0 FR 14374 {March 19,

trimethylaminium halide {generic). Chemicals alkyiating agents, there were health concerns regarding mutagenicity, oncogenicity, deve iopmental toxicity and respiratory sensitization based {reverse mutation test, {OPPTS Test Guideline 870.5100); a mammaiian 2015)
from exposure to the PMN substance via inhalation exposure., in addition, based on SAR analysis of test data on analogous cationic surfactants,  lerythrocyte micronucleus test (OPPTS Test Guideline 870.5395); anacute oral {81 FR 30451 {May 16, 2016)

EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 88 ppb of the PMN substance in surface waters. As described {toxicity test {OPPTS Test Guideline $70.1100); a repeated dose 28-day oral https://www.gpo.gov/fdsy
inthe PMN, exposure is expected to be minimal due to use of adequate respiratory personal protection equipment and releases of the toxicity study in rodents {OPPTS Test Guide!ine 870.3050); a fish acute toxicity hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- s/pkg/FR-2015-03-
substance are not expected to result in surface water concentrations that exceed 88 ppb. Therefore, EPA has not determined that the proposed [test, freshwater and marine {OPPTS Test Guideline 850.1075); a fish acute 16/ pdf/2016-11121. pdf 19/ pdf/2015-06223.pdf
manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use without the  {toxicity mitigated by humic acid test {OPPTS Test Guideline 850.1085); an aquatic
use of NIOSH-certified respiratar with an APF of at least 10, where there is a potential for respiratory exposure, or any use of the substance invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline
resuiting in surface water concentrations exceeding 83 ppb may result in serious human health or significant adverse environmental effects. 850.1010); and an algal toxicity test {OCSPP Test Guideline 850.4500) would help
Based on this information, the PVIN substance meets the concern criteria at § 721.170{b}{ 1){1){C), {b){3){ii} and {b){a){i}}. characterize the human health and environmental effects of the PMN
substance.
P-15-252 [Titanium salt, reaction products CBI January 30, 2013 N/A N/A June 29, 2015 150 May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance will be as a chemical intermediate. Based on SAR analysis of test data Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.30900 B0 FR 14374 {March 19,

with silica {generic) on analogous insoluble metal oxides, EPA identified concerns for {ung toxicity if inhaled based on lung overload for respirable, poorly solubie inhalation toxicity test {OPPTS Test Guideline 870.3465) with 60-day holding 2015)

particulates. For the use described in the PMN, inhalation exposures are expected to be minimal as the PMN is handled in an enciosed process. {period and a particle size distribution/fiber length and diameter distributions |81 FR 30451 {May 16, 2016)
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may presentan unreasonable risk. EPA {{OECD Test Guideline 110) would help characterize the human health effects of https://www.gpo.gov/fdsy
has determined, however, that any use in a non-enclosed process, or any use of the substance other than listed in the PMN may resuitin ‘the PMIN substance. https://www.gpo.gov/tdsys/okg/FR-2016-05- 5/pka/FR-2015-03
significant adverse human health effects. Based on this information, the PMN substance meets the cancern criteria at § 721.170{b){3){ii}. 16/ pdf/2016-11121. pdf 19/ pdf/2015-06223.pdf
P-15-272 |Formaldehyde, reaction products Huntsman February 3, 2015 N/A N/A November 1, 2015 289 May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidentiai) use of the substance will be as a resin. Based on SAR analysis of test data on analogous Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10901 B0 FR 18227 {April 3, 2015)
with aniline and aromatic mono- phenois, EPA predicts toxicity to aguatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in surface waters. As  [toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute

and di-phenoi mixture {generic) described in the PMIN, reieases of the substance are not expected to resuit in surface water concentrations that exceed 1 ppb. Therefore, EPA  linvertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010); {81 FR 30451 {May 16, 2016) hitps://www.gpo.gov/fdsy
has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has an algal toxicity test (OCSPP Test Guideline 850.4500); and a ready s/pkg/FR-2015-04-
determined, however, that any use of the substance resulting in surface water concentrations exceeding 1 ppb may result in significant adverse biodegradability {OECD Test Guideline 301) would help characterize the hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- 03/ pdf/2015-07495.pdf
environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4){ii}. environmental effects of the PMN substance. EPA recommends that the fate 16/ pdf/2016-11121. pdf

testing be performed first as the results may mitigate the need for further
‘toxicity testing or change the testing recommendations.
P-15-276 |Functionatized carbon nanotubes CBI February 5, 2015 N/A N/A May 23, 2016 473 May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the substance will be used as a thinfilm for electronic device applications. Based on SAR analysis of test dataonanaiogous {Recommended testing: EPA has determined that the results of afish early-life 140 CFR 721.10902 80 FR 18227 {Aprii 3, 2015)

{generic). carbon nanotubes and other respirable poorly soluble particuiates, EPA identitied potential lung effects and skin penetration and toxicity stage toxicity test (OPPTS Test Guideline 850.1400); a daphnid chronic toxicity
induction from inhalation and dermal exposure to the PMN substance. Further, EPA predicts toxicity to aquatic organisms via releases of the test {OPPTS Test Guideline 850.1300); an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016) hitps://www.gpo.gov/fdsy
PMN substance to surface water. Although there is potential for dermal exposure, EPA does not expect significant occupational exposures due  |Guideline 850.4500); a 90-day inhalation toxicity test {OPPTS 870.3465) with s/pkg/FR-2015-04-
to the use of impervious gloves, and because the PMIN is used in a liquid and is not spray applied exce pt in a closed system. Further, EPA does  [additional testing parameters beyond those noted at CFR 870.3465, for using the [https://www.gpo.gov/fdsys/pke/FR-2016-05-  |03/pdf/2015-07495.pdf
not expect environmental releases during the use identified inthe PMN submission. Therefore, EPA has not determined that the proposed 90-day subchronic protocol for nanomaterial assessment; a two-year inhalation |16/pdf/2016-11121. pdf
manufacturing, processing, and or use of the substance may present an unreasonabie risk to human health or the environment. EPA has bioassay {OPPTS Test Guideline 870.4200); and a surface charge by
determined, however, that any use of the substance without the use of impervious gloves, where there is potential for dermal exposure; electrophoresis {for example, using ASTVI E2865-12 or NCL Method PCC-
manufacturing the PMN substance for use other than as a thin film for electronic device applications; manufacturing, pracessing, or using the 2—Measuring the Zeta Potential of Nanoparticies) would help characterize the
PMN substance in aform other than a liguid; use of the PMN sustance involving an application method that generates a mist, vapor, ar aerosol (health and environmentai effects of the PMN substance.
except inaciosed system; orany release of the PMN substance into surface waters or disposal other than by tandfill ar incineration may cause
s us health effects or significant adverse environmental effects. Based on this information, the PMIN substance meets the concern criteriaat
§ 722.170{b){3)i1) and {b}{4){ii).

P-15-295 |Acrylated mixed metal oxides CB} February 19, 2015 N/A N/A February 15, 2016 361 May 36, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance will be as an intermediate. Based on SAR analysis of test dataon Recommended testing: EPA has determined that the results of a 90-day 40 CFR 72110903 80 FR 18227 {April 3, 2015)

(generic). respirable poorly solubie particulates, EPA ide ntified potential lung effects and dermal toxicity from inhalation and dermal exposure to the PMN linhalation toxicity test {OPPTS Test Guideline 870.3465) with a 60-day holding
substance. Further, EPA predicts toxicity to aquatic organisms via releases of the PMN substance to surface water. Although there is potential for [period; a fish early-iife stage toxicity test {OPPTS Test Guideline 850.1400); a 81FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
de rmal exposure, EPA does not expect significant occupational exposures due to the use of impervious gloves, and because the PMN is used in a {daphnid chronic toxicity test {OPPTS Test Guideline 850.1300); and an aigal s/pkg/FR-2015-04-
liguid and is not spray applied. Further, EPA does not expect environme ntal releases during the use identified in the PMN submission. toxicity test {OCSPP Test Guideline 850.4500} would help characterize the https://www.gpo.gov/fdsys/okg/FR-2016-05- 03/pdf/2015-07495.pdf
Therefore, EPA has not determined that the proposed manufacturing, processing, and or use of the substance may present an unreasonable risk envirenmental and heaith effects of the PMN substance. 16/pdf/2016-11121. pdf
to human heaith or the enviranment. EPA has determined, however, that any use of the substance without the use of impervious gloves, where
there is potential far dermal exposure; manufacturing, processing, or using the PMN substance inaform other than as a liquid; use of the PMN
substance involving an application method that generates a mist, vapor, or aerosol; any release of the PMN substance into surface waters; or
disposal other than by landfill or incineration may cause serious heaith effects or significant adverse environmental effects. Based onthis
information, the PMN substance meets the concern criteria at § 721.270{b}{3){ii) and {b)}{ii}.

P-15-306 |Phenol, 1,1-dimethylalkyl CBI February 20, 2015 N/A N/A November 2, 2015 255 May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a process intermediate. Based on SAR analysis of test dataon |Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10904 S0 FR 18227 {April 3, 2015)
derivatives {generic). analogous phenols, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 13 ppb of the PMN substance in surface  Hoxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute
waters. As described in the PMN, releases of the substance are not expectedto result in surface water concentrations that exceed 13 ppb. invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010); {81 FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA {an algal toxicity test {OCSPP Test Guideline 850.4500); and a Zahn- 5/pka/FR-2015-04
has determined, however, that any use of the substance resulting in surface water concentrations exceeding 13 ppb may resuit in significant Wellens/EMPA test {OPPTS Test Guide line 835.3200) would help characterize hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- 03/ pdf/2015-07495.pdf
adverse environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b}{4){11). the environmental effects of the PMN substance. EPA recommends that the fate |16/pdf/2016-11121. pdf
testing be performed first as the results may mitigate the need for further
toxicity testing or change the testing recommendations.
P-15-319 |Butanedioic acid, 2-methylene-, CBI bruary 26, 2015 N/A N/A November 1, 2015 266 May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance will be as anintermediate for production of a lubricant additive. Based |Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10905 B0 FR 18227 {April 3, 2015)
dialkyl ester {gene on SAR analysis of test data on analogous acrylates and esters, EPA predicts toxicity to aquatic organisms may occur at concentrations that toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute
exceed 1 ppb of the PMN substance in surface waters. As described in the PIVIN, releases of the substance are not expected to resuitinsurface  [invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010); |81 FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
water concentrations that exceed 1 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the an algal toxicity test (OCSPP Test Guideline 850.4500); and a ready s/pkg/FR-2015-04-
substance may present an unreasonable risk. EPA has determined, however, that any use of the substance that resuiting in surface water biodegradabiiity {OECD Test Guideline 301) would help characterize the hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- 03/ pdf/2015-07495.pdf
concentrations exceeding 1 ppb may result in significant adverse environmental effects. Based on this information, the PMN substance meets  {environmental effects of the PMN substance. EPA recommends that the fate 16/ pdf/2016-11121. pdf
the concern criteria at § 721.170{b}{4){ii}. testing be performed first as the results may mitigate the need for further
‘toxicity testing or change the testing recommendations.
P-15-324 |Magnesium alkaryl sulfonate CB} March 2, 2015 N/A N/A November 19, 2015 262 May 36, 2016 N/A July 15, 2016 N/A N/A The PMN states that the use of the substance will be as a detergent additive in crankcase iubricant applications. Based on submitted test data on {Recornmended testing: EPA has determined that the results of a daphnid 40 CFR 72110906 80 FR 22512 {April 22, 2015)

{generic). the PMN substance, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in surface chronic toxicity test (OPPTS Test Guideline 850.1300) would help characterize
wate rs for greater than 20 days per year. This 20-day criterion is derived from partial life cycie tests {daphnid chronicand fish early life stage the environmental effects of the PMN substance. 81FR 30451 {May 16, 2016) hitps://www.gpo.gov/fdsy
tests) that typically range from 21to 28 days in duration. EPA predicts toxicity to aguatic organisms may occur if releases of the substance to s/pkg/FR-2015-04-
surface water, from uses other than as described inthe PMN, exceed reieases from the use described inthe PMN. For the use described in the https://www.gpo.gov/fdsys/okg/FR-2016-05- 22/ pdf/2015-09204.pdf
PMN, environmental releases did not exceed 1 ppb for more than 20 days per year. Therefore, EPA has not determined that the proposed 16/ pdf/2016-11121. pdf
manufacturing, processing, or use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the
supstance other than as listed in the PMN may result in significant adverse envireonmental effects. Based on this information, the PMN substance
meets the concern criteria at § 721.170{b){4){i).

£-15-326 [Polyfluorohydrocarbon {generic). CB} March 2, 2015 N/A N/A December 21, 2015 294 May 36, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a specialty gas and transfer fluid. Based ontest data on the Recommended testing: EPA has determined that the results of 40-day inhalation |40 CFR 721. 10907 80 FR 22512 {April 22, 2015)
PMN substance, EPA identified concerns for neurotoxicity and uncertain concern for cardiac sensitization. Further, based on SAR analysis of test  {toxicity {OPPTS Test Guideline 870.3465) would he lp characterize the health
data on analogous substances, EPATdentified concerns for developmental toxicity. As described in the PVIN, EPA does not expect significant effects of the PMN substance. 81FR 30451 {May 16, 2016) hitps://wirw.gpo.gov/fdsy
occupational exposures due to use of adequate personal protective equipment, and consumer exposures are not expected as the PMN s/pkg/FR-2015-04-
substance is not used in consumer products. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the https://www.gpo.gov/fdsys/okg/FR-2016-05- 22/ pdf/2015-09204.pdf
substance may present an unreasonable risk. EPA has determined, however, that any use of the substance other than as listed in the PMN or any 16/ pdf/2016-11121. pdf
use inaconsumer product may result in significant adverse human heaith effects. Based on this information, the PMN substance meets the
concern criteria at § 721.170{b}{3}{1} and {b}{3){ii).

P-15-328 [Aluminum calcium oxide salt CBI March 3, 2015 June 2, 2015 91 July 17,2015 136 May 16, 2016 349 July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the PMN substance will be asa cement additive. Based on SAR analysis of test dataon |Recommended testing: EPA has determined that a 80-day inhalation toxicity 40 CFR 721.10908 80 FR 22512 {April 22, 2015)

{generic). analogous respirabie, poorly soluble particuiates, EPA identified concerns for lung toxicity based on lung overload. The Order was issued under  [test {OPPTS Test Guideline 870.3465) in rats would heip characterize possible
TSCA sections 5{e){1){A}{i} and 5{e}{1}{A}{ii}{I) based on a finding that the substance may present an unreasonable risk of injury to hurman health (health effects of the substance. The Order does not require this testingat any {81 FR 30451 {May 16, 2016) hitps://www.gpo.gov/fdsy

specified time or production volure. However, the Order's restrictions on s/pkg/FR-2015-04-
manufacture, processing, distribution in commerce, use, and disposal of the https://www.gpo.gov/Tdsys/pkg/FR-2016-05- 22/ pdl/2015-09204.pdf
PMN substances will remain in effect untii the Orderis modified or revoked by |16/pdf/2016-11121.pdf
EPA based on submission of that or other relevant information
P-15-332 |Polyalkyltrisiloxane {generic). CBI March 4, 2015 N/A N/A July 10,2015 128 May 16, 2016 N/A July 15, 2016 N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a site-limited intermediate. Based on SAR analysis of test data |Recommended testing: EPA has determined that the results of a sediment- 40 CFR 721.10909 S0 FR 22512 {April 22, 2015}
on an analogous substance, there were heaith concerns regarding liver and kidney toxicity, thyroid effects, and reproductive and developmental iwater {umbriculus toxicity test {OECD Test Guideline 225); a combined repeated
toxicity from dermal and inhalation exposures to the PMN substance. Further, based on SAR analysis of test data on anaiegous ne utral organics, {dose toxicity study with the reproduction/developmental toxicity screening test |81 FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 4 ppb of the PMN substance in surface waters. EPA also {OECD Test Guideline 422); a fish acute toxicity test, freshwater and marine 5/pka/FR-2015-04-
predicts toxicity to aquatic organisms may occur if releases of the substance to surface water, from uses other than as described inthe PMN, {OPPTS Test Guideline 850.1075); an aquatic invertebrate acute toxicity test, nttps://www.gpo.gov/fdsys/pka/FR-2016-05- 22/ pdf/2015-09204.pdf
exceed releases from the use described inthe PMN. Further, as described inthe PMN, exposure is expected to be minimal due to use of freshwater daphnids {OPPTS Test Guideline 850.1010); and an aigal toxicity test  |16/pdf/2016-11121. pdf
adequate respiratory and dermal personal protection equipment and releases of the substance are not expectedto resuit in surface water {OCSPP Test Guide line 850.4500) would help characterize the human health and
concentrations exceeding 4 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may  environmental effects of the PN substance. All ecotoxicity tests shouid
present an unreasonable risk. EPA has determined, however, that any use of the substance that resuits in releases to surface waters exceeding 4 {analyze the PMN substance as well as the hydrolysis products.
ppb, any use other than that as a site-limited intermediate, or any use without the use of a NIOSH-certified respirator with gas/vapor cartridges
and an APF of at least 10 and impe rvious gloves, may result in serious human health or significant adverse environmental effects. Based on t
information, the PMN substance meets the conce m criteria at § 721.170 {b){3){i1) and {b)}{4){ii}.
P-15-356 |Oxirane, 2,2-[{1-{4-{1-methyl-1-[4- CBI March 20, 2015 N/A N/A August 11, 2015 144 May 16, 2016 N/A Juiy 15, 2016 N/A N/A The PMN states that the substances will be used as additives in polymer formulation for electronics. Based on test data onthe PMN substances [Recommended testing: EPA has determined that the results of a combined 40 CFR 721.10910{P-15-356, chemical A)and 40 |80 FR 22512 {April 22, 2015)
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noxy}- {P-15-356, Chemical B).

and on SAR analysis of test data on analogous e poxides, EPA identified concerns for respiratory sensitization and irritation, mutage nicity,
deve lopmental toxicity, male reproduction toxicity, iver and kidney toxicity, and oncogenicity. Additionatly, based on SAR analysis of test data
on analogous polyepoxides, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1ppb of the PMN substances in
surface waters. Further, EPA has concerns that the PMN substances are potentially PBT chemicals as described inthe New Chemical Program’s
PBT category (64 FR 60194; Nove mber 4, 1999) (FRL-6087-7). EPA estimates that the PMN substances wili persist in the environment more than 2
months and estimates a bioaccumulation factor of greater than or equal to 1,000. For the use described in the PMN, EPA expects occupational
exposures to be minimal and does not expect releases to surface waters. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances other than
as additives in polymer formulation for electronics or any use of the substances resulting in releases to surface waters may cause serious human
heaith or significant adverse environmental effects. Based on this information, the PMN subistances meet the concern criteria at

§ 722.170{0} 1){1){C}, {b}3){1), {b}3){11}, and {b}{4){i1).

re peated dose toxicity study with the re production/developmental toxicity
screening test {OECD Test Guideline 422); a sediment-water chironomid life-
cycle toxicity test {OECD Test Guideline 233), using spiked water or spiked
sediment; a fish early-life stage toxicity test {OPPTS Test Guideiine 850.1400); a
daphnid chronic toxicity test {OPPTS Test Guideline 850.1300); and an algal
toxicity test {OCSPP Test Guideline 850.4500} would help characterize the
human heaith and environmental effects of the PMIN substances.

CFR 72210012 {P-15-356, chemical B)
81FR 30451 {May 16, 2016)
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£-15-363 [Aliphaticacryiate (generic) Claimed CB} March 23, 2015 N/A N/A N/A N/A May 36, 2016 N/A July 15, 2016 480|No N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a monomer. Based on SAR analysis of test data onanalogous  {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110912 80 FR 22512 {April 22, 2015)
confidential. acryiates, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in surface waters. As  ltoxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute
described inthe PMN, releases of the substance are not expected to resuit in surface water concentrations that exceed 1 ppb. Therefore, EPA invertebrate toxicity test, freshwater daphnids {OPPTS Test Guide line 850.1010); {81 FR 30451 {May 16, 2016) hitps://wirw.gpo.gov/fdsy
has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has and an algal toxicity test {OCSPP Test Guideline 850.4500) would heip s/pkg/FR-2015-04-
determined, however, that any use of the substance resulting in surface water concentrations exceeding 1 ppb may result in significant adverse |characterize the environmental effects of the PMN substance https://www.gpo.gov/fdsys/okg/FR-2016-05- 22/ pdf/2015-09204.pdf
environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4){ii}. 16/ pdf/2016-11121. pdf
P-15-378 |Diisocyanate hexane, Claimed Alinex USA, Inc April 3, 2015 N/A N/A August 31, 2015 150 May 16, 2016 N/A July 15, 2016 46%|No N/A N/A The PMN states that the substance will be used as a dual cure/UV cure adhesion/barrier coating for wood substrates. Based on SAR analysis of Recommended testing: EPA has determined that the results of a skin 40 CFR 72110913 80 FR 31371 {June 2,2015)
homopolymer, alkanoic acid- confidential. test data on analogous diisocyanates, EPA identified concerns for respiratory sensitization. As described in the PMN, EPA does not expect sensitization test {OPPTS Test Guideline 870.2600) and a S0-day inhalation
polyalkylene glycol ether with significant occupational dermal or inhatation exposure due to use of adequate personal protective equipment and consumer exposures are not  ftoxicity test {OPPTS Test Guideline 870.3465) would help characterize the 81FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
substituted alkane {3:1) reaction expected as the PMN substance is not used in consumer products. Therefore, EPA has not determined that the proposed manufacture, human heaith effects of the PMN substance. s/pkg/FR-2015-06-
products-blocked {gener processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substance without a https://www.gpo.gov/fdsys/pka/FR-2016-05-  [02/pdf/2015-13418.pdf
NIOSH-certified particulate respirator with an APF of at least 10 where there is a potential for inhalation exposure, or any use in consumer 16/pdf/2016-11121. pdf
products may cause serious health effects. Based on this information, the PMN substance meets the concern criteriaat § 721.170(b}{3){ii).
P-15-382 |Polyitaconicacid, sodium zinc salt  [Claimed CBI April 3, 2015 N/A N/A April 29, 2016 392 May 16, 2016 N/A July 15, 2016 469|No N/A N/A The PMN states that the substance will be used as an odor neutralization for pet litter and cleaning hard surface surfaces, fabrics, skin and hair;  [Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10914 SO FR 31371 {June 2, 2015)
{generic). confidential an odor neutralization for air car; and an odor neutralization for waste processing and solid waste management in paper, oil, gas, mining, stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity
agriculture, food and municipal industries. Based on SAR analysis of test data on analogous zinc salts, EPA predicts toxicity to aquatic organisms  test {OPPTS Test Guideline 850.1300); and an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
may occur at concentrations that exceed 4 ppb of the PMN substance in surface waters for greater than 20 days per year. This 20-day criterionis  |Guideline 850.4500) would help characterize the environmental effects of the s/okg/FR-2015-06-
derived from partial life cycle tests {daphnid chronic and fish early life stage tests) that typically range from 21 to 28 days in duration. EPA PMN substance. https://www.gpo.gov/tdsys/okg/FR-2016-05- 02/pdf/2015-13418.pdf
predicts toxicity to aquatic organisms may occur if re leases of the substance to surface water, from uses other than as described in the PMN, 16/ petf/2016-11221. petf
exceed releases from the use described inthe PMN. For the use described inthe PMN, environmental releases did not exceed 4 ppb for more
than 20 days per year. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may presentan
unreasonable risk. EPA has determined, however, that any use of the substance other than as listed in the PMN may resuit in significant adverse
environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4){ii}.
P-15-411 |Fatty acid esters with polyols Claimed CBI April 15, 2015 N/A N/A September 7, 2015 145 May 16, 2016 N/A July 15, 2016 457|No N/A N/A The PMN states that the generic {non-confidentiai) use of the substance wili be as an anti-rust coating solution additive. Based on SAR analysis  {Recommended testing: EPA has dete rmined that the results of a fish acute 40 CFR 721.10915 SO FR 31371 {June 2, 2015)
polyalkyl ethers {generic) confidential of test data on analogous nonionic surfactants, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 30 ppb of the  toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute
PMN substance in surface waters. As described inthe PMN, releases of the substance are not expected to result in surface water concentrations |invertebrate toxicity test, freshwater daphnids {OPPTS Test Guide line 850.1010); |81 FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
that exceed 30 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an and an algal toxicity test {OCSPP Test Guideline 850.4500) would help s/okg/FR-2015-06-
unreasonable risk. EPA has determined, however, that any use of the substance resulting in surface water concentrations exceeding 30 ppb may [characterize the environmental effects of the PMN substance. https://www.gpo.gov/fdsys/pka/FR-2016-05-  [02/pdf/2015-13418.pdf
resuitin significant adverse environmental effects. Based on this information, the PMN substance meets the concern criteriaat 16/ pdf/2016-11121. pdf
5 721.170(b){4){i1).
P-15-435 |2,7-Naphthaienedisuifonicacid, 4- |Claimed CRI April 27, 2015 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 445|No N/A N/A The PMN states that the generic {non-confidentiai) use of the substance will be as a direct anionic dyestuff for the printing industry. Based on Recommended testing: EPA has determined that the results of an ames assay 40 CFR 721.10916 SO FR 31371 {June 2, 2015)
amino-3-[substituted]-5-hydroxy-6- jconfidential. the results of a 28-day oral study for the PMN substance, EPA predicts anemia, effects onthe adrenals, spleen, kidney, lymph nodes and {OPPTS Test Guideline 870.5100) with the rival modification; a mouse
[{1E}-2-phenyidiazenyl}-, iithium immunotoxicity. In addition, based on the lithium salt of the PMN, EPA identified concerns for developmental toxicity and neurotoxicity. micronucleus assay conducted by the oral route {OPPTS Test Guideline 81 FR 30451 {May 16, 2016) https://www.gpo.gov/fdsy
salt {1:3) {generic). Further, based on SAR analysis of test data on analogous azo reduction products, EPA identified concerns for blood effects, developmental 870.5395); and a combined repeated dose and developmental toxicity and s/okg/FR-2015-06-
toxicity, oncoge nicity, and mutagenicity. As described in the PMN, EPA does not expect significant risk to workers due to use of adequate re productive toxicity screening test {OPPTS Test Guideline 870.3650) would help [https://www.gpo.gov/fdsys/pkg/FR-2016-05- 02/pdf/2015-13418.pdf
personal protective equipment. Therefare, EPA has not determined that the proposed manufacturing, processing, or use of the substance may  [to characterize the health effects of the PMN substance. 16/ pdf/2016-11121. pdf
present an unreasonable risk. EPA has determined, however, that any use of the substance other than in aliquid formulation could resuitin
exposures which may cause serious heaith effects. Based on this information, the PMN substanc els the concern criteriaat
5 721.270(p}{ 1){1){C}, {b}{3){i} and {b}{3)i}).
P-15-502 |Perfluorobutanesuifonamide and  |[Claimed CBI June 2,2015 November 4, 2015 155 January 8, 2016 220 May 16, 2016 194 July 15, 2016 409|No N/A N/A The PMN states that the generic {non-confidential) use of the substance will be as a protective treatment. EPA has concerns for potential Recommended testing: EPA has determined that the results of an aerobicand 40 CFR 721.30918 B0 FR 48855 {August 14,
polyoxyalkylene containing confidential incineration or other decompuosition products of the PMN substance. These fluorinated decomposition products may be released to the anaerobic transformation in soil test {OECD Test Guideline 307) would help 2015)
polyurethane {generic). environment from incomplete incineration of the PMN substance at low temperatures. EPA has preliminary evidence, including data on some characterize the possible degradation of the PMN substance. The submitter has {81 FR 30451{May 16, 2016)
fluorinated polymers which suggest that under some conditions, the PMN substance could degrade in the environment. EPA has concerns that  |agreed to submit the resuits of this test by the confidential production volume https://www.gpo.gov/fdsy
the se degradation products will persistinthe environment, could bicaccumulate or biomagnify, and could be toxic {PBT) to peaple, wild identified in the consent order. EPA had determined that the results of a https://www.gpo.gov/tdsys/okg/FR-2016-05- 5/pka/FR-2015-08
mammals, and birds. These cancerns are based on data on analogous chemical substances, inciuding PFOA and other perfluorinated alkyis, phototransformation of chemicals on soil surfaces {OECD Draft Document 16/ pdf/2016-11121. palf 14/ pdf/2015-20018.pdf
including the presumed environmental degradant. EPA also has concerns that under some conditions of use, particulariy non-industrial, January 2002) would heip characterize the degradation potentiai of the PMN
commercial, or consumer use, the PMN substance could cause lung effects, based on limited data on some perfiuorinated compounds. Concerns isubstance. The Order does not require this testing at any specified time or
for the PMN substance are for lung toxicity from waterproofing of lung membrane, based on PMN properties. The order was issued under TSCA  [production voiume. However, the Order's restrictions on manufacture,
sections 5{e}{1){A}{i} and (e }{1}{A){i1){1}, based on afinding that the substance and its potential intermediate and/or ultimate degradation processing, distribution in commerce, use, and disposal of the PMN substances
products may present an unreasonable risk of injury to the environment and human health. will remain in effect until the Order is modified or revoked by EPA based on
submission of that or other relevant information.
P-15-542 |Quaternary ammonium 600095-44-9 Colonial Chemical, Inc June 18, 2015 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 393|No N/A N/A The PMN states that the substance will be used as an intermediate for surfactant production, and as a chemical intermediate for sale into Recommended testing: EPA has determined that the results of a fish early-life |40 CFR 721.10919 90 FR 48855 {August 14,
compounds, {3-chlore-2- commerce. Based on SAR analysis of test data on analogous cationic {quaternary ammonium) surfactants, EPA predicts toxicity to aquatic stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronictoxicity 2015)
hydroxypropyl)coco alkyidimethyi, organisms may occur at concentrations that exceed 24 ppb of the PMN substance in surface waters. As described in the PMN, releases of the test {OPPTS Test Guideline 850.1300); and an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016)
chiorides substance are not expected to result in surface water concentrations that exceed 24 ppb. Therefore, EPA has not determined that the proposed  [Guideline 850.4500) would help characterize the environmentai effects of the https://www.gpo.gov/fdsy
manufacturing, processing, or use of the substance may present an unreasonabie risk. EPA has dete rmined, however, that any use of the PV substance. nttps://www.gpo.gov/fdsys/pkg/FR-2016-05-  |s/pkg/FR-2015-08-
substance resulting in surface water concentrations exceeding 24 ppb may resuit in significant adverse environmental effects. Based on this 16/pdf/2016-11121. pdf 14/ pdf/2015-20018.pdf
information, the PMN substance meets the conce rn criteria at § 721.370{b){4}{i1).
P-15-559 [Modified diphenyl hane Claimed CB} June 29, 2015 N/A N/A October 20, 2015 113 May 36, 2016 N/A July 15, 2016 382|No N/A N/A The PIVIN states that the generic {non-confidential) use of the substance will be as a raw material for flexible foam. Based on SAR analysis of Recommended testing: EPA has determined that the results of a skin 40 CFR 72110920 80 FR 48855 {August 14,
lisocyanate prepolymer with confide ntial analogous diisocyanates, EPA identified conce rns for pote ntial dermal and respiratory sensitization from dermal and inhalation exposures, and  isensitization test {OPPTS Test Guideline 870.2600) and a 90-day inhalation 2015)
polyol {generic). for pulmonary toxicity from inhalation exposure, to the PMN substance where the average moiecular weight is beiow 7,500 daltons and any toxicity test {OPPTS Test Guideline 870.3465) would help characterize the 81FR 30451 {May 16, 2016)
molecular weight species is below 1,000 daltons. For the molecular weight distribution described in the PMN, significant occupational exposures thuman health effects of the PMN substance. https://www.gpo.gov/fdsy
are not expected. Therefore, EPA has not determined that the proposed manufacture of the substance may present an unreasonable risk. EPA nttps://www.gpo.gov/fdsys/pka/FR-2016-05- s/okg/FR-2015-08-
has determined, however, that any manufacture of the PMN substance with an average molecular weight below 7,500 daltons, and where any 16/pdf/2016-11121. pdf 14/ pdf/2015-20018.pdf
molecuiar weight species is below 1,000 daltons may cause serious health effects. Based on this infarmation, the PMN substance meets the
concern criteria at § 72L.170{b){3){ii}.
P-15-573 [2-Furancarboxyaldehyde, 5- 3623-88-7 XF Technologies Juiy 6, 2015 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 375|No N/A N/A The PMN states that the use of the substance will be as a chi cal intermediate. Based on SAR analysis of test data on analogous aldehydes, the [Recommended testing: EPA has determined that the results of a skin 40 CFR 721.10921 B0 FR 55613 {September 16,
{chloromethyl)- EPA identified human health concerns for fiver toxicdty, neurotoxicty, sensitization, and cancer to workers exposed through dermal and sensitization {OECD Test Guideline 406) would heip characterize the human 2015)
inhalation routes. For the chemical intermediate use described in the PMN, occupational exposures are expected to be minimal due to the use {health effects of the PMN substance; a combined repeated dose toxicity test 81 FR 30451 {May 16, 2016)
of adequate personal protective equipment and a continuous reaction process such that no greater than 50 kilograms of the PMN substance is with the reproduction/developmental toxicity screening test {OECD Test https://www.gpo.gov/fdsy
present in the workplace at a given time for this use. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of |Guideiine 422) with functional observational battery {FOB); a standard test hittps://www.gpo.gov/fdsys/pkg/FR-2016-05- s/pkg/FR-2015-09-
the substance may presentan unreasonable risk. EPA has determined, however, that any use without the use of a NIOSH-certified respirator method for permeation of liquids and gases through protective clothing 16/ pdf/2016-11121. pdf 16/ pdf/2015-23297 pdf
with an APF of at |east 50, where there is a potential for inhalation exposures; any use without the use of impervious gioves, where there isa materials under conditions of continuous contact {ASTM Test Guideline F739)
potential for dermal exposures, any use of the substance other than as a chemical intermediate; or any use beyond the annual production using the format specified in the standard guide for documenting the resuits of
volume limit of 15,000 kiiograms may result in serious human health or significant adverse environmental effects. Based on this information, the {chemical permeation testing of materiais used in protective clothing materiais
PMN substance meets the concern criteria at § 720.170{b){1){i}{C}) and {b}{3){i}). {ASTM Test Guideline F1194-99{2010)}; and a carcinogenicity test {OECD Test
Guideline 451) would help characterize the human health effects of the PVN
substance.
P-15-607 |1,2,4,5.7,8-Hexoxonane, 3,6,9- Claimed CB! July 14, 2015 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 367|No N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as an initiator for polymerization. Based on data on the PMN Recommended testing: EPA has determined that the results of afish early-life |40 CFR 721.10922 S0 FR 55613 {September 16,
trimethyl-, 3,6,9-tris{alkyl) derivs. |confidential substance, as well as SAR analysis of test data on analogous peroxides, EPA predicts toxicity to agquatic organisms may occur at concentrations stage toxicity test {OPPTS Test Guideline 850.1400) using a solvent where the 2015)
{generic). that exceed 56 ppb of the PMN substance in surface waters for greater than 20 days per year. This 20-day criterion is derived from partial life effects of the solvent are already known or measured, would help characterize {81 FR 30451 {May 16, 2016)
cycle tests {daphnid chronic and fish early life stage tests) that typically range from 21to 28 days in duration. EPA predicts toxicity to aquatic the environmental effects of the PMN substance. https://www.gpo.gov/fdsy
organisms may occur if releases of the substance to surface water, from uses other than as described inthe PMN, exceed releases from the use nttps://www.gpo.gov/fdsys/pka/FR-2016-05- s/okg/FR-2015-09-
described in the PMN. For the use described inthe PMN, environmenta! releases did not exceed 56 ppb for more than 20 days per year. 16/pdf/2016-11121. pdf 16/ pdf/2015-23297 pdf
[Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA
has determined, however, that any use of the substance other thanas listed in the PMN may result in significant adverse environmental effects.
Based on this information, the PVIN substance meets the concern criteria at § 721.170{b}{4){i) and {b){4){i1).
P-15-671 |9-Octade cen-1-amine, 41130-29-4 Tri-State Asphalt, LLC August 5, 2015 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 345|No N/A N/A [The PMN states that the substance will be used as an emulsifying agent used in the production of asphalt emulsions for chipsealing and other Recommended testing: EPA has determined that the results of afish early-life {40 CFR 721.10923 S0 FR 64409 {October 23,
hydrochloride {1:1), {22)- road maintenance techniques. Based on test data for the PMN substance, as well as SAR analysis of test data on analogous aliphaticamines, EPA {stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnid chronic 2015)
predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in surface waters. As described in the {toxicity test {OPPTS Test Guideline 850.1300) would help characterize the 81FR 30451 {May 16, 2016)
PMN, releases of the substance are not expected to resuit in surface water concentrations that exceed 1 ppb. Therefore, EPA has not environmenta! effects of the PMN substance. https://www.gpo.gov/fdsy
determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, https://www.gpo.gov/tdsys/okg/FR-2016-05- 5/pka/FR-2015-10.
however, that any use of the substance resulting in surface water concentrations exceeding 1 ppb may result in significant adverse 16/pdf/2016-11121. pdf 23/ pdf/2015-27031.pdf
environmental effects. Based on this information, the PMN substance meets the concern criteriaat § 721.170 {b){4){i) and {b){4){i}}.
P-15-689 |Vegetable fatty acid alkyl esters Claimed CBI August 17, 2015 N/A N/A N/A N/A May 16, 2016 N/A July 15, 2016 333|No N/A N/A The PMNs state that the substances will be used as chemical intermediates. Based on SAR analysis of test data on analogous esters, EPA predicts \Recommended testing: EPA has determined that the results of a fish early-life 140 CFR 721.10924 B0 FR 64408 {October 23,
{generic). confidential toxicity to aguatic organisms may oceur at concentrations that exceed 1 ppb of the PMN substances in surface waters for greater than 20 days per stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronic toxicity 2015)
year. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and fish early-iife stage tests) that typically range from 2110 28 {test {OPPTS Test Guideline 850.1300); and an algal toxicity test (OCSPP Test 81 FR 30451 {May 16, 2016)
days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of the substances to surface water exceeds reieases fromthe  |Guideline 850.4500} would help to characterize the environmental effects of the https://www.gpo.gov/fdsy
use described in the PMN. For the chemical intermediate use described in the PMN, environmental releases did not exceed 1 ppb for more than {PMN substances. De pending on the resuits of these tests, EPA has determined | https://www.gpo.gov/fdsys/pkg/FR-2016-05- s/pkg/FR-2015-10-
20 days per year. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substances may present an that the results of an aerobic and anaerobic metabolism test {OECD Test 16/ pdf/2016-11121. palf 23/ pdf/2015-27031.pdf
unreasonable risk. EPA has determined, however, that any use of the substances ather than as an intermediate may result in significant adverse |Guideiine 308} in aquatic sediment systems test; and a sediment water
environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b){4){ii). chironomid life-cycle toxicity test {OECD Test Guideline 233) using spiked water
or spiked sediment would help to further characterize the environmental
effects of the PMN substances.
P-15-690 |Vegetable fatty acid alkyl esters Claimed CB} August 17, 2013 N/A N/A N/A N/A May 36, 2016 N/A July 15, 2016 333|No N/A N/A The PMNs state that the substances will be used as chemical intermediates. Based on SAR analysis of test data onanalogous esters, EPA predicts |Recornmended testing: EPA has determined that the results of a fish early-life |40 CFR 72310924 80 FR 64409 {October 23,
{generic). confide ntial toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PVIN substances in surface waters for greater than 20 days per istage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronic toxicity 2015)
lyear. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and fish early-iife stage tests) that typically range from 2110 28 {test {OPPTS Test Guideline 850.1300); and an algal toxicity test {OCSPP Test 81FR 30451 {May 16, 2016)
days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of the substances to surface water exceeds releases fromthe  |Guideline 850.4500} would help to characterize the environmental effects of the https://www.gpo.gov/fdsy
use described in the PVIN. For the chemical intermediate use described in the PVN, environmental releases did not exceed 1 ppb for more than |PMN substances. De pending on the resuits of these tests, EPA has determined | https://www.gpo.gov/fdsys/pkg/FR-2016-05- s/okg/FR-2015-10-
20 days per year. Therefore, EPA has not determined that the proposed manufacturing, pracessing, or use of the substances may present an that the results of an aerobic and anaerobic metabolism test {OECD Test 16/pdf/2016-11121. pdf 23/pdf/2015-27031.pdf
unreasonable risk. EPA has determined, however, that any use of the substances other than as an intermediate may result in significant adverse |Guideline 308} in aquatic sedime nt systems test; and a sediment water
environmental effects. Based on thisinformation, the PMN substances meet the concern criteria at § 721.170{b){4){ii}. chironomid life-cycle toxidty test {OECO Test Guideline 233) using spiked water
or spiked sediment would help to further characterize the environmental
e flects of the PMN substances.
P-15-221 |Isocyanate prepolymer {generic).  [Claimed CRI January 22, 2015 N/A NJA N/A N/A April 13, 2016 N/A N/A {adverse N/A Yes April 13,2016 No final SNUR yet [The PMIN states that the generic {non-confidential) use of the substance wili be asingredient in an industrial adhesive. Based on Structure Recommended testing: EPA has dete rmined that the results of a skin No CFR{no final rule) 80 FR 14374 {March 19,
confidential commenits received) Activity Relationship {SAR) analysis of test data on analogous diisocyanates, EPA identified concerns for irritation and sensitization to the skin sensitization test (OPPTS Test Guideline 870.2600) and a 90-day subchronic 2015)
and lungs. As described in the PMN, EPA does not expect significant occupational dermal or inhalation exposure due to use of adequate inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize {Proposed rule: 81 FR 21830 {April 13, 2016}
personal protective equipment and consumer exposures are not expected as the PMN substance is not used in consumer products. Therefore,  the human health effects of the PMN substance. https://www.gpo.gov/fdsy
EPA has not determined that the proposed manufacture, processing, or use of the substance may present an unreascnabie risk. EPA has https://www.gpo.gov/tdsys/okg/FR-2016-04- 5/pka/FR-2015-03
determined, however, that any use of the substance without a National institute for Occupational Safety and Health {NIOSH)-certitied 13/ pdf/2016-08511. paf 19/ pdf/2015-06223.pdf
particulate respirator with an Assigned Protection Factor {APF) of at least 10where there is a potential for inhalation exposure, or any use in
consumer products may cause serious health effects. Based on this information, the PMN substance meets the concern criteria at
5 721.370(0){3){i1).
P-15-247 |Methylene diisocyanate polymer  [Claimed H.B. Fuiler Company January 29, 2015 N/A NjA N/A N/A April 13, 2016 N/A N/A {adverse N/A Yes April 13,2016 No final SNUR yet [The PMN states that the generic {non-confidential) use of the substance wili be as an industriai adnesive. Based on SAR analysis of test dataon  |Recommended testing: EPA has determined that the results of a skin No CFR{no final rule) 80 FR 14374 {March 19,
with diols and triols {generic). confidential commenits received) analogous diisocyanates, EPA identified concerns for respiratory and dermal sensitization and lung and mucous membrane irritation based on sensitization test (OPPTS Test Guideline 870.2600) and a 90-day subchronic 2015)
the isocyanate moiety. As described inthe PMN, EPA does not expect significant occupational dermal or inhalation exposure due to use of inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize {Proposed rule: 81 FR 21830 {April 13, 2016}
adequate personal protective equipment and consumer exposures are not expected as the PMN substance is not used in consumer products. the human health effects of the PMN substance. https://www.gpo.gov/fdsy
Therefore, EPA has not determined that the proposed manufacture, processing, or use of the substance may present an unreasonable risk. EPA https://www.gpo.gov/tdsys/okg/FR-2016-04- 5/pka/FR-2015-03
has determined, however, that any use of the substance without a NIOSH-certified particulate respirator with an APF of at least 10 where there 13/ pdf/2016-08511. paf 19/ pdf/2015-06223.pdf
is a potential for inhalation exposure, ar any use in consumer products, may cause serious heaith effects. Based on this information, the PMN
substance meets the concern criteria at § 721.170{b}{3){ii}.
P-15-278 |Polymer of isophorone Claimed CBI February 6, 2015 N/A N/A N/A N/A April 13, 2016 N/A N/A {adverse N/A Yes April 13, 2016 No final SNUR et The PMN states that the generic {non-confidentiai) use of the substance will be as a crossiinker. Based on analogous diisocyanates, EPA Recommended testing: EPA has dete rmined that the results of a skin No CFR {no final rule} 80 FR 18227 (Aprii 3, 2015)
dilsocyanate and amine-terminated |confide ntial. comments received) identified concerns for potential dermal and respiratory sensitization from dermal and inhalation exposures and for pulmonary toxicty from  Isensitization test {OPPTS Test Guideline 870.2600) and a 90-day subchronic
propoxyiatedpolyol {generic) inhalation exposure to the PMN substance when the average molecular weight is below 2,500 daltons and any molecular weight species below  [inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize {Proposed rule: 81 FR 21830 {April 13, 2016) hitps://wirw.gpo.gov/fdsy
1,000 daltons is present. EPA does not expect significant exposures from the form of the PMN substance as described in the PMN. Therefore, the human health effects of the PMN substance. s/pkg/FR-2015-04-
EPA has not determined that the proposed manufacture of the substance may present an unreasonable risk. EPA has determined, however, that https://www.gpo.gov/fdsys/okg/FR-2016-04- 03/pdf/2015-07495.pdf
any manufacture of the PMN substance with an average molecular weight of beiow 2,500 daltons and with any molecular weight species beiow 13/pdf/2016-08511. pdf
1,000 daltons may cause serious heaith effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){3){ii}.
P-12-539 |Alkanes, C21-34—branched and 1417900-96-9 Trinity Manufacturing, | September 1, 2012 March 19, 2013 199 May 16, 2013 257 February 12, 2016 1060 N/A {adverse N/A Yes February 10, 2014 April 12, 2016 The PMNs state that the uses of the substances are as flame retardants/plasticizers in polymers and extre me pressure lubricants in metal Recommended testing: EPA has determined that analysis for chainlength and 40 CFR 72110673 77 FR 61600 {October 10,
linear, chioro Inc comments received) working fluids {MWFs). There are also several CBI uses that are generically described as: Plasticizer and lubricant with flame retardant percent chiorination {for example by gas chromatography-mass spectrometry or 2012)

properties. By analogy to medium chain chlorinated paraffins {MCCPs —alky! chain length of 14to 17), EPA expecls very long chain chlorinated
paraffins {vL.CCPs) and possible degradation products to be potentially highly persistent, potentially bioaccumulative, and potentiaily toxic.
Transport and magnification across trophic levels may also result in toxicity to higher organisms, including fish, higher predators, and potentially
humans. EPA has concerns about the potential for the ¥vLCCPs to degrade to shorter chain chlorinated compounds, as well as concerns about
potential impurities or small fractions of MCCPs and/or long-chain chlorinated paraffins (LCCPs-—alky! chain iength of 18to 20). The consent
order was issued under TSCA sections 5{e { 1}{A}(i), S{e){ 1){A}{i1){1}, and 5{e}{L){A}i1}{I1} based on a finding that these substances may present an
unreasanable risk of injury to the environment and the substances may be produced in substantial quantities and may reasonably be anticipated
to enter the environment in substantial quantities, and there may be significant {or substantial) human exposures to the PMN substances.

high performance liquid chromatography-mass spectrometry {GC/MS
HPLC/MS)); a modified semi-continuous activated sludge {SCAS) test {OPPTS
Test Guideline 835.3210), modified SCAS test for insoluble and volatile
chemicals {OPPTS Test Guide!line 835.5045), or Zahn Wellens/EMPA test {OPPTS
Test Guideline 835.3200); aerobic and anaerobic soii metabolism studies
{Organisation for Economic Co-operation and Development {OECD) Test
Guideline 307); a bioaccumuiation in sedime nt-dweling benthic oligochaetes
test {OECD Test Guideline 315) on the PMN substances and their pote ntiai
degradation products; and a sediment-water chironamid life-cycle toxicity test
using spiked water or spiked sediment test {OECD Test Guideline 233) or a

se ent-water iumbriculus toxicity test using spiked sediment {OECD Test
Guideline 225) on the PMIN substances and their presumed degradation
products would help characterize the effects of the PMN substances

Feoruary 12, 2016)
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P-13-107 |Alkanes, C22-30—branched and 1401947-24-0 Trinity Manufacturing, | November 14, 2012 March 19, 2013 125 January 28,2014 440 February 12, 2016 1060 N/A {adverse N/A February 10, 2014 April 12, 2016 The PMNs state that the uses of the substances are as flame retardants/plasticizers in polymers and extreme pressure lubricants in metal Recommended testing: EPA has determined that analysis for chainlength and 40 CFR 72110674 77 FR 76029 (December 26,

linear, chioro Inc. comments received) working fluids (MWFs). There are also several CBI uses that are generically described as: Plasticizer and lubricant with flame retardant percent chiorination {for example by gas chromatography-mass spectrometry or 2012)
properties. By analogy to medium chain chlorinated paraffins (MCCPs—alkyl chain length of 14 to 17), EPA expects very long chain chlorinated  {high performance liquid chromatography-mass spectrometry (GG/MS 81FR 7455 {February 12, 2016)
paraffins {vLCCPs) and possible degradation products to be potentially highly persistent, potentially bicaccumulative, and potentiaily toxic. HPLC/MS)); a modified semi-continuous activated sludge {SCAS) test (OPPTS https://www.gpo.gov/fdsy
Transport and magnification across trophic levels may also result in toxicity to higher organisms, inciuding fish, higher predators, and potentiaily {Test Guideline 835.3210), modified SCAS test for insoiuble and volatile https://www.gpo.gov/fdsys/okg/FR-2016-02- s/pkg/FR-2012-12-
humans. EPA has concerns about the potential for the vLCCPs to degrade to shorter chain chlorinated compounds, as well as concerns about chemicals (OPPTS Test Guideline 835.5045), or Zahn Wellens/EMPA test (OPPTS |12/pdf/2016-02952. pdf 26/ pdf/2012-31063.pdf
potential impurities or small fractions of MCCPs and/or long-chain chlorinated paraffins {LCCPs-—-alky! chain tength of 18 to 20). The consent Test Guideline 835.3200); aerobic and anaerobic soil metabolism studies
order was issued under TSCA sections 5{e }{ 1}{A)}{), 5{e){ 1){A}{i1){1}, and S{e}{1}{A}{i1}{I1} based on a finding that these substances may present an [{Organisation for Economic Co-operation and Development {OECD) Test
unreasonable risk of injury to the environment and the substances may be preduced in substantial quantities and may reasonably be anticipated {Guideline 307); a bioaccumulation in sediment-dwe!ling benthic oligochaetes
to enter the environment in substantial quantities, and there may be significant {or substantial} human exposures to the PMN substances test {OECD Test Guideiine 315} on the PMN substances and their potential

degradation products; and a sediment-water chironomid [ife-cycle toxicity test
using spiked water or spiked sediment test {OECD Test Guideline 233) ora
sediment-water lumbriculus toxicity test using spiked sediment {OECD Test
Guideline 225) onthe PMN substances and their presumed degradation
products would help characterize the effects of the PMN substances.
P-13-109 |Alkanes, C24-28, chloro 1402738-52-6 Trinity Manufacturing, | November 14, 2012 March 19, 2013 125 Aprii 15, 2013 152 Fepruary 12, 2016 1060 N/A (adverse N/A February 10, 2014 April 12, 2016 The PMINs state that the uses of the substances are as flame retardants/plasticizers in polymers and extreme pressure lubricants in metal Recommended testing: EPA has determined that analysis for chainlengthand |40 CFR 721.10675 77 FR 76029 {December 26,
inc. comments received) working fluids {MWFs). There are also several CBI uses that are generically described as: Plasticizer and lubricant with flame retardant percent chiorination {for example by gas chromatography-mass spectrometry or 2012}
properties. By analogy te medium chain chlerinated paraffins {MCCPs —alky! chain length of 14ta 17), EPA expects very long chain chlorinated  {high perfarmance liquid chromatography-mass spectrametry {GC/MS 81FR 7455 (February 12, 2016)
paraffins {vLCCPs) and possible degradation products to be potentially highly persistent, petentially bioaccumulative, and potentiaily toxic. HPLC/MS)); a modified semi-continuous activated sludge {SCAS) test {OPPTS https://www.gpo.gov/fdsy
Transport and magnification across trophiclevels may also result in toxicity to higher organisms, including fish, higher predators, and potentiaily {Test Guideline 835.3210), modified SCAS test for insoiuble and volatile https://www.gpo.gov/fdsys/pka/FR-2016-02-  |s/pkg/FR-2012-12-
humans. EPA has concerns about the potential for the vLCCPs to degrade to shorter chain chlorinated compounds, as well as concerns about chemicals (OPPTS Test Guideline & 045), or Zahn Wellens/EVPA test {OPPTS | 12/pdf/2016-02952. pdf 26/ pdf/2012-31063.pdf
potential impurities or small fractions of MCCPs and/or long-chain chlorinated paraffins {LCCPs-—-alky! chain tength of 18 to 20). The consent Test Guideline 835.3200); aerobic and anaerobic soil metabolism studies
order was issued under TSCA sections 5{e }{ 1}{A}i), S{e){ 1}{A}{i1){1}, and S{e}{1}{A}i){I1} based on a finding that these substances may present an {{Organisation for Economic Co-operation and Development {OECD} Test
unreasonable risk of injury to the environment and the substances may be produced in substantial quantities and may reascnabiy be anticipated |Guideline 307); a bioaccumutation in sediment-dweiling benthic oligochaetes
to enter the environment in substantial quantities, and there may be significant {or substantial) human exposures to the PMN substances test (OECD Test Guideiine 315) on the PMN substances and their potential
degradation products; and a sediment-water chironomid life-cycle toxicity test
using spiked water or spiked sediment test {OECD Test Guideline 233) ora
sediment-water iumbriculus toxicity test using spiked sediment {OECD Test
Guideline 225) on the PMN substances and their presumed degradation
products would help characterize the effects of the PMN substances.
P-12-69 |Fatty acids compound with Claimed CBI November 15, 2011 February 11, 2015 1184 N/A N/A October 2, 2015 233 December 1, 2015 N/A N/A The PMINs states that the generic {non-confidential) use of the substances will be as a {ubricity additive {P-12-69 and P-12-70} and a che mical Recommended testing: EPA has determined that the results of afish early life- |CFR 721.10852 77 FR 5001 {February 1,

cyclohexanamine {generic) Confidential component for fuel additives {P-12-520). Based on structure-activity relationship {SAR) analysis of test data on analogous aliphaticamines, EPA  [stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnia chronic 2012)

predicts toxicity to aquatic organisms to occur at concentrations that exceed 52 parts per billion {ppb) {P-12-69}, 4 ppb {P-12-70) and 180 ppb {P- {toxicity test {OPPTS 850.1300) would help characterize the environmental 80 FR 59593 {October 2, 2015}
12-520) of the PMN substances in surface waters for greater than 20 days per year. This 20-day criterion is derived from partial {ife cycle tests effects of the PMIN substances. Testing should be done an P-12-68 anly. The https://www.gpo.gov/fdsy
{daphnid chronic and fish early life stage tests) that typically range from 21to 28 days in duration. EPA predicts toxicity to aquatic organisms may [submitter has agreed not to exceed a confidential valume limit without https://www.gpo.gov/tdsys/okg/FR-2015-10- 5/pka/FR-2012-02
occur if releases of the substance to surface water, from uses other than as described in the PMINs, exceed releases from the use described in performing this testing. 02/ patf/2015-24846.pdf 01/pdf/2012-1922. pdf
the PMNs. For the uses described inthe PNINs, environmental releases did not exceed 52 ppb, 4 ppb, or 180 ppb, respectively, for more than 20
days peryear. The consent order for these PVIN substances was issued under TSCA sections 5(e}{1}){A}{1) and 5{e}{ 1}{A){ii}{1) based on a finding
that the uncontroiled manufacture, processing, distribution in comme use and disposal may present an unreasonable risk to the
environment. To protect against these risks, the consent order requires manufacturing, processing, or use of the substance for the specific
confidential uses stated in the PMNs. The SNUR designates as a “significant new use” the absence of these protective measures.
P-12-70 |Fatty acids compound with Claimed CBI November 15, 2011 February 11, 2015 1184 July 7, 2017 2061 October 2, 2015 233 December 1, 2015 N/A N/A The PMNs states that the generic {non-confidential) use of the substances wiil be as a iubricity additive {P-12-69 and P-12-70} and a che mical Recommended testing: EPA has determined that the results of afish early life- |CFR 721.10852 77 FR 5001 {February 1,

cyclohexanamine {generic) Confidential component for fuel additives {P-12-520). Based on structure-activity relationship {SAR) anaiysis of test data on analogous aliphaticamines, EPA  [stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnia chronic 2012)

predicts toxicity to aquatic organisms to occur at cancentrations that exceed 52 parts per billion {ppb) {P-12-69}, 4 ppb {P-12-70) and 180 ppb {P- {toxicity test {OPPTS 850.1300) would help characterize the environmental 80 FR 59593 {October 2, 2015)
12-520) of the PMN substances in surface waters for greater than 20 days per year. This 20-day criterion is derived from partiai life cycle tests effects of the PMN substances. Testing shouid be done on P-12-62 only. The https://www.gpo.gov/fdsy
{daphnid chronic and fish early life stage tests) that typically range from 23.to 28 days in duration. EPA predicts toxicity to agquatic organisms may ter has agreed not to exceed a confidential volume {imit without https://www.gpo.gov/Tdsys/pkg/FR-2015-10- s/pkg/FR-2012-02-
occur if releases of the substance to surface water, from uses other than as described in the PMNs, exceed releases from the use described in ing this testing. 02/ paf/2015-24846. pdf 01/pdf/2012-1922. pdf
the PMNs. For the uses described inthe PMNs, environmental releases did not exceed 52 ppb, 4 ppb, or 180 ppb, respectively, for more than 20
days peryear. The consent order for these PMN substances was issued under TSCA sections S{e){1){A}{i) and 5{e}{1}{A){ii}{I) based on afinding
that the uncontroiled manufacture, processing, distribution in commerce, use and disposal may present an unreasonable risk to the
environment. To protect against these risks, the consent order requires manufacturing, processing, or use of the substance for the specific
confidential uses stated in the PMNs. The SNUR designates as a “significant new use” the absence of these protective measures.
P-12-520 |Fatty acids amine sait {generic) Claimed CBI August 21, 2012 February 11, 2015 904 N/A N/A October 2, 2015 233 December 1, 2015 N/A N/A The PMNs states that the generic {non-confidential) use of the substances will be as a lubricity additive {P-12-65 and P-12-70} and a chemical Recommended testing: EPA has determined that the results of a fish early life- |40 CFR 721.10856 77 FR 61600 {October 10,
Confidential component for fue | additives {P-12-520). Based on structure-activity relationship {SAR) analysis of test data on analogous aliphaticamines, EPA  {stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnia chronic 2012)
predicts toxicity to aquatic organisms to occur at concentrations that exceed 52 parts per billion {ppb) {P-12-69), 4 ppb {P-12-70) and 180 ppb (P~ {toxicity test {OPPTS 850.1300) wouid help characterize the environmental 80 FR 59593 {October 2, 2015)
12-520) of the PMN substances in surface waters for greater than 20 days per year. This 20-day criterion is derived from partial life cycle tests effects of the PMN substances. Testing shouid be done on P-12-69 only. The https://www.gpo.gov/fdsy
{daphnid chronic and fish early life stage tests) that typically range from 21 1o 28 days in duration. EPA predicts toxicity to aquatic organisms may |submitter has agreed not to exceed a confidential volume {imit without https://www.gpo.gov/fdsys/pka/FR-2015-10-  |s/pkg/FR-2012-10-
occur if releases of the substance to surface water, from uses other than as described in the PMNs, exceed releases from the use described in performing this testing. 02/ pdf/2015-24346.pdf 10/ pdf/2012-24772.pdf
the PMNs. For the uses described inthe PMNs, environmental releases did not exceed 52 ppb, 4 ppb, or 180 ppb, respectively, for more than 20
days per year. The consent order for these PMN substances was issued under TSCA sections S{e}{1}{A){i) and 5{e}{1}{A){ii}{1) based on afinding
that the uncontroiled manufacture, processing, distribution in commerce, use and disposal may present an unreasonabie risk to the
environment. To protect against these risks, the consent order requires manufacturing, processing, or use of the substance for the specific
confidential uses stated in the PMNs. The SNUR designates as a “significant new use” the absence of these protective measures.
P-12-169 |Fluoro-modified acryiic copolymer |Claimed CBI January 26,2012 March 19, 2015 1148 November 18, 2015 3392 October 2, 2015 197 December 1, 2015 N/A N/A The PMN states that the use of the substance will be as a substrate wetting and leveiing agent for organic solvent-based paints and inks. EPA has {Recommended testing: EPA has determined that the results of certain 40 CFR 721.10853 77 FR 10512 {February 22,

{generic). confidential. concerns for potential incineration or other decomposition products of the PMN substance. These fluorinated decomposition products may be  |physical/che mical property and environmental fate testing identified in the 2012)
released to the environment from incomplete incineration of the PVN substance at low temperatures. EPA has preliminary evidence, including {TSCA 5{e) consent order wouid help characterize possible effects of the 80 FR 59593 {October 2, 2015}
data on some fluorinated polymers, which suggests that, under some conditions, the PMN substance could degrade in the environment. EPA has |substance and its degradation products. The Order prohibits the Company from https://www.gpo.gov/fdsy
concerns that these degradation products will persist in the environment, could bicaccumulate or biomagnify, and couid be toxic {PBT) to exceeding specified confidential production volumes unless the Company hittps://www.gpo.gov/fdsys/pkg/FR-2015-10- s/pkg/FR-2012-02-
people, wild mammals, and birds. These concerns are based on data on analogous chemical substances, inciuding perfluorooctanoicacid {(PFCA) {submits the information described in the Testing section of this Orderin 02/ patf/2015-24846. pdf 22/ pdf/2012-4069. pdf
and other perfiuorinated aikyls, including the presumed environmental degradant. The order was issued under TSCA sections 5{e)}{1){A}{1), accordance with the conditions specified in the Testing section. Further, EPA has
S{ej{Li{A)ii){1), and S{e)}{1){A){i1}{N), based on a finding that these substances may present an unreasonable risk of injury to the environment identified certain toxicity and environmental fate testing described in the
and human health, the substances may be produced in substantial quantities and may reasonably be anticipated to enter the environmentin  |Pended Testing section of the Preamble to the Order that would help
substantial quantities, and the re may be significant {or substantial) human exposure to the substances and their potential degradation products. [characterize the possible effects of the PVIN substance. The Order does not

require submission of the pended testing at any specified time or production
volume. However, the Order's restrictions on manufacture, processing,
distribution in commerce, use, and disposal of the PMN substance will remainin
effect until the Order is modified or revoked by EPA based on submission of
that or other relevant information.
P-12-351 |Siloxanes and Silicones, alkyl, alky [Claimed CBI May 10, 2012 March 19, 2015 1043 N/A N/A October 2, 2015 197 Decemper 1, 2015 N/A N/A The PMN states that the generic {non-confidentiai} use of the substance wil! be as a coating additive. EPA has concerns for potential incineration {Recommended testing: EPA has determined that the results of certain 40 CFR 721.10854 77 FR 40033 {Juiy 6, 2012}
propoxy ethyl, methyl octy!, alkyl  confidential or other decomposition products of the PMN substance. These fiucrinated decompaosition products may be released to the environment from physical/chemical property and environmental fate testing identified in the

polyfluoroocty! {generic). incomplete incineration of the PMN substance at iow temperatures. EPA has preliminary evidence, including data on some fluorinated TSCA 5{e) consent order wouid help characterize possible effects of the 80 FR 59593 {October 2, 2015) https://www.gpo.gov/fdsy
polymers, which suggests that, under some conditions, the PVIN substance could degrade inthe environment. EPA has concerns that these substances and their degradation products. The Order prohibits the Company s/pkg/FR-2012-07-
degradation products will persist in the environment, could bioaccumulate or biomagnify, and couid be toxic {PBT} o people, wild mammals,  |[from exceeding specified confidential production volumes unless the Company | https://www.gpo.gov/fdsys/pkg/FR-2015-10-  |06/pdf/2012-16453.pdf
and birds. These concerns are based on data on analogous chemical substances, including perfluorooctanoic acid {PFOA) and other submits the information described in the Testing section of this Order in 02/ pdf/2015-24846.pdf
perfluorinated alkyis, including the presumed environmental degradant. The order was issued under TSCA sections 5{e}{1}{A}i), 5(e}{ 1}{A}ii){}}, |accordance with the conditions specified in the Testing section. Further, EPA has
and 5(e){ {A){i){H}, based on a finding that these substances may present an unreasonable risk of injury to the environment and human health, identified certain toxicity and environmental fate testing described in the
the substances may be produced in substantia! quantities and may reasonably be anticipated to enter the environment in substantial quantities, |Pended Testing section of the Preamble to the Order that would help
and there may be significant {or substantial) human exposure to the substances and their pote ntiai degradation products. characterize the effects of the PMN substances. The Order does not require

submission of the pended testing at any specified time or production volume.
However, the Order's restrictions on manufacture, processing, distributionin
commerce, use, and disposal of the PMN substances will remain in effect until
the Order is modified or revoked by EPA based on submission of that or other
reievant information.
P-12-450 |Partially fiuorinated alcohol, Claimed CB} July 8 2012 March 16, 2015 9281 October 1, 2015 1180 October 2, 2015 200 December 1, 2015 N/A N/A The PMNs state that the generic {non-confidential) use of the substances wiil be as coating additives and surface active agents. EPA has concerns {EPA has determined that the results of certain physical/chemical property and {40 CFR 72110855 77 FR 48976 (August 15,

reaction products with phosphorus {confidential for potential incineration or other decomposition products of the PMN substances. These pe rfiuorinated decomposition products may be environmental fate testing identified in the TSCA 5{e) consent order would heip 2012)

oxide {P 20 5}, amine salts released to the environment from incompiete incineration of the PVIN substances at low temperatures. EPA has preliminary evidence, inciuding {characterize possible effects of the substances and their degradation products. {80 FR 59593 {October 2, 2015)

{generic). data on some fiuorinated polymers, which suggests that, under some conditions, the PMN substances could degrade inthe environment. EPA The Order prohibits the Company from exceeding specified confidential https://www.gpo.gov/fdsy
has concerns that these degradation products will persist inthe enviranment, could bicaccumulate or biomagnify, and could be toxic (PBT) to production voiumes unless the Company submits the information described in | https://www.gpo.gov/fdsys/pka/FR-2015-10- s/okg/FR-2012-08-
people, wild mammals, and birds. These concerns are based on data on analogous chemical substances, including perfluorooctanoic acid {(PFOA) ithe Testing section of this Order in accordance with the conditions specified in  {02/pdf/2015-24846.pdf 15/ pdf/2012-20035. pdf
and other perfiuorinated alkyls, including the presumed environmental degradant. The order was issued under TSCA sections S{eJ{1){A){i), the Testing section. Further, EPA has identified certain toxicity and
5{e){ 1A}, and S{e}{W{ANIN{IN, based on afinding that these substances may present an unreasonable risk of Injury lo the environment  lenvironmental fate testing described in the Pended Testing section of the
and human health, the substances may be produced in substantial quantities and may reasonably be anticipated to enter the environmentin  |Preamble to the Order that would help characterize the effects of the PVIN
substantial quantities, and there may be s cant {or substantial) human exposure to the substances and their potential degradation products. [substances. The Order does not require submission of the pended testing at any

specified time or production velume. However, the Order's restrictions on
manufacture, processing, distribution in commerce, use, and disposal of the
PMN substances will remain in effect unti! the Orderis modified or revoked by
EPA based an submission of that or other relevant information.
P-12-451 |Partially fiuorinated aicohol, Claimed CBI Juiy 8,2012 March 16, 2015 981 N/A N/A QOctober 2, 2015 200 Decembper 1, 2015 N/A N/A The PMNs state that the generic {non-confidential) use of the substances will be as coating additives and surface active agents. EPA has concerns |EPA has determined that the results of certain physical/chemical property and {40 CFR 721.10855 77 FR 48976 {August 15,

reaction products with phosphorus |confidential for potential incineration or other decomposition products of the PMN substances. These pe rfluorinated decomposition products may be e nvironmenital fate testing identified in the TSCA 5{e} consent order would heip 2012)

oxide {P 2 0 5}, amine salts released to the environment from incompiete incineration of the PVN substances at low temperatures. EPA has preliminary evidence, inciuding {characterize possibie effects of the substances and their degradation products. {80 FR 59593 {October 2, 2015}

(generic). data on some fluorinated polymers, which suggests that, under some conditions, the PMN substances could degrade in the environment. EPA  [The Order prohibits the Company from exceeding specified confidential hitps://www.gpo.gov/Tdsy
has concerns that these degradation products will persist in the environment, could bioaccumulate or biomagnify, and could be toxic {PBT) to production volumes unless the Company submits the informatien describedin | https://www.gpo.gov/Tdsys/pkg/FR-2015-10- 5/pkg/FR-2012-08-
people, wild mammals, and birds. These concerns are based on data on analogous chemical substances, inciuding perfluorooctanoic acid {PFOA) {the Testing section of this Order in accordance with the conditions specified in |02/ pdf/2015-24346.pdf 15/ pdf/2012-20035.pdf
and other perfiuorinated aikyls, including the presumed environmental degradant. The order was issued under TSCA sections S{e}{1){A){1), the Testing section. Further, EPA has identified ce rtain toxicity and
S{e){1){A)ii){1}, and S{e){1{A}i1}{N), based on a finding that these substances may present an unreasonable risk of injury to the environment environmental fate testing described inthe Pended Testing section of the
and human health, the substances may be preduced in substantial quantities and may reascnabiy be anticipated to enterthe environment in Preamble to the Order that would help characterize the effects of the PMN
substantial quantities, and there may be significant {or substantial) human exposure to the substances and their potential degradation products. substances. The Order does not require submission of the pended testing at any

specified time or production velume. However, the Order's restrictions on
manufacture, processing, distribution in commerce, use, and disposal of the
PV substances will remain in effect untii the Order is modified or revoked by
EPA based on submission of that or other relevant information.
P-13-292 |Organophosphorus polymer Claimed CBI February 18, 2013 February 13, 2015 725 N/A N/A October 2, 2015 231 December 1, 2015 N/A N/A The PMN states that the generic {non-confidentiai) use of the substance wili be as an additive for polymers. Using available exposure Recommended testing: EPA has determined that the results of certain 40 CFR 721.10857 78 FR 28586 {May 15, 2013)

{generic). confidential. information from the publiciiterature {i.e., measured vatues for similar substances in house dust in homes}, and certain assumptions for physical/chemical property, toxicity, potential for migration from products, and
maouthing behavior by young children, EPA identified concerns for potential exposure to the general popuiation. However, there is uncertainty  {dermal and other absorption testing identified inthe TSCA 5{e} consent order {80 FR 59593 {October 2, 2015} https://www.gpo.gov/fdsy
about the risk from this scenaric due to the absence of hazard data on the PMN substance itseif and information on the ability for the PMN would help characterize possibie effects of the substance. The Order prohibits s/okg/FR-2013-05-
substance to migrate or leach out of certain consumer produicts. Consumer exposure is possibie if the PMN migrates from these products or the Company from exceeding specified confidential production voiumes unless [https://www.gpo.gov/fdsys/pkg/FR-2015-10- 15/ pdf/2013-11507. pdf
de composes to form dust particles that can be inhaled or ingested. Analogous che micals, including Tris{2-chloroethy!)phosphate {TCEP) and the Company submits the information described in the Testing sectionof this  |02/pdf/2015-24846. pdf
Tris{1,3-dichioro-2 propyl} phosphate {TDCPP), can be found inhousehold dust, and are widespread inthe environment. Assuming similaruse  {Order inaccordance with the conditions specified in the Testing section.
patterns over time, the PMN substance may be expected to dispiay similar exposure patterns. The order was issued under TSCA sections
5{e){1{A}{1) and 5{e}{1}{A){ii}{!1), based on a finding that this substance may be produced in substantial quantities and may reasonably be
anticipated to enter the environment in substantial quantities, and there may be significant {or substantial}) human exposure to the substances
and their potential degradation products. To address potential exposures and hazards, the consent order requires certain testing by certain
confidential production volume limits

P-13-305 |Fluorinated acid alkylester Claimed 3M Company—group February 21, 2013 February 27, 2015 736 March 10, 2015 747 Qctober 2, 2015 217 December 1, 2015 N/A N/A The PMN states that the generic {non-confidential} use of the substance wili be as an intermediate. EPA has concerns that the PMN substance Recommended testing: EPA has determined that the results of certain toxicity, |40 CFR 721.10858 78 FR 28586 {May 15, 2013}

{generic). confidential. compliance 3m will persist in the environment, couid bioaccumulate, and be toxic {“PBT”) to humans, other mammals, and birds. EPA's concerns are based on metabolism and pharmacokinetics testing described in the Pended Testing

automotive and data on the PMN substance, and analogy to perfluorobutanoic acid {PFBA}, PFOA, perfiuorooctanoi suifonate {PFOS), and other analogs. The section of the Preamble to the Order woulid help characterize the human health 80 FR 59593 {October 2, 2015} https://www.gpo.gov/fdsy
chemical markets order was issued under TSCA sections S{e Y 1HA}(1) and 5{e}{1){A){i1}{1}, based on a finding that this substance may present an unreasonable risk  |efects of the PMN substance. The Order does not require submission of the /okg/FR-2013-05
group of injury to the environment and human health, pended testing at any specified time or production volume. However, the nttps://www.gpo.gov/idsys/pkg/FR-2015-10-  |15/pdf/2013-11507.pdf
Order's restrictions on manufacture, processing, distributionin commerce, use, |02/pdf/2015-24846. pdf
and disposal of the PMN substance will remain in effect untii the Order is
modified or revoked by EPA based on submission of that or other relevant
information.
P-14-563 |Quaternary alky! methy! amine Claimed CBI May 19, 2014 N/A N/A January 26. 2016 617 October 2, 2015 N/A December 1, 2015 N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a cleaner/degreaser. Based on submitted test data onthe Recommended testing: EPA has determined that the results of a fish early-life {40 CFR 721.10859 79 FR 55460 {September 16,
ethoxylate methy! chloride confidential. PMN substance as well as SAR analysis of test data on analogous cationic surfactants, EPA predicts toxicity to aguatic organisms may occur at stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnid chronic 2014)

{generic).

concentrations that exceed 29 ppb of the PMN substance in surface waters. As described inthe PMN, releases of the substance are not expected
to result in surface water concentrations exceeding 29 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substance that results in releases to
surface water concentrations exceeding 29 ppb may cause significant adverse environmental effects. Based on this information, the PMN

substance meets the concern criteria at § 72L.170{b}4){i) and (ii}.

toxicity test {OPPTS Test Guideline 850.1300) would help characterize the
environmental effects of the PMN substance.

80 FR 59593 {October 2, 2015)

https://www.gpo.gov/Tdsys/pkg/FR-2015-10-
02/ pdf/2015-24846. pdf

https://www.gpo.gov/fdsy
s/pkg/FR-2014-09-
16/pdf/2014-22037.pdf
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Substituted carboxamide {generic).

Claimed
confidential

CB}

The PMN stales that the generic {non-confidential) use of the substance will be asa material for highly dispersive use in consumer products and
component of a consumer product. Based on submitted test data on the PMN substance as well as SAR anaiysis of test data on analogous amides,
EPA predicts toxicity to aguatic organisms may occur at concentrations that exceed 3 ppb of the PMN substance in surface waters. As described in
the PMN, releases of the substance are not expected to result in surface water concentrations exceeding 3 ppb. Therefore, EPA has not
determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined,
however, that any use of the substance that results in releases to surface water concentrations exceeding 3 ppb may cause significant adverse
environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4){i} and {ii}.

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnid chronic
toxicity test {OPPTS Test Guideline 850.1300) and would heip characterize the
environmental effects of the PMN substance.

40 CFR 721.10860
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/fdsys/okg/FR-2015-10-
02/pdf/2015-24846.pdf

79 FR 36356 (September 19,
2014)

https://www.gpo.gov/fdsy
s/pkg/FR-2014-09-
19/ pdf/2014-22282 pdf

Phosphoric acid, sodium titanium
(4+) sait {3:1:2).

22239-24-3

The PMN states that the substance will be used as a component in anode material in sealed batteries. Based on SAR analysis of test dataon
analogous incrganic phosphates and titanium compounds, EPA predicts toxicity to aquatic organisms may occur at conce ntrations that exceed 4
ppb of the PMN substance in surface waters. As described inthe PMN, releases of the substance are not expected to resuit in surface water
concentrations exceeding 4 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may
present an unreasonable risk. EPA has determined, however, that any use of the substance that resuits in releases to surface water

conce ntrations exceeding 4 ppb may cause significant adverse environmental effects. Based on this information, the PMN substance meets the
concern criteria at § 721.170{b){4){ii}.

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075), an acute
invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010),
and an algal toxicity test {OCSPP Test Guideline 850.4500) would heip
characterize the environmental effects of the PMN substance.

40 CFR 721.10861
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/Tdsys/pkg/FR-2015-10-
02/ pdf/2015-24846.pdf

79 FR 56356 {September 19,
2014)

hitps://wirw.gpo.gov/fdsy
s/pkg/FR-2014-09-
19/pdf/2014-22282.pdf

Oxirane, 2-methyl-, polymer with
oxirane, monohexadecy! ether,
phosphate

73361-29-2

Croda

The PMNs state that the generic {non-confidential) use of the substances will be as inert surfactants in pesticide formuiations. Based on SAR
analysis of test data on analogous anionic surfactant compounds, EPA predicts toxicity to aguatic organisms may occur at concentrations that
exceed 18 ppb in aggregate of the PMN substances in surface waters. As described in the PMNs, releases of the substances are not expected to
resuit in surface water concentrations exceeding 18 ppb in aggregate. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances that
results in aggregate releases to surface waters exceeding 18 ppb may result in significant adverse environmental effects. Based on this
information, the PMN substances meet the conce rn criteria at § 721.370{b){4}{i).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test {OPPTS Test Guideline 850.1075), an acute invertebrate toxicity test
{OPPTS Test Guidetine 850.1010), and an algal toxicity test {OCSPP Test
Guideline 850.4500) would help characterize the environmentai effects of the
PN substances. The recommended testing may be performed on any one of
the 6 PMN chemicals.

40 CFR 721.10862
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/Tdsys/pkg/FR-2015-10-
02/ pdf/2015-24846. pdf

79 FR 68238 (November 14,
2014)

https://www.gpo.gov/fdsy
s/pkg/FR-2014-11-
14/pdf/2014-26003.pdf

Oxirane, 2-methyl-, polymer with
oxirane, monohexadecyi ether,
phosphate, sodium salt

151688-56-1

Croda

The PMNs state that the generic {non-confidential) use of the substances will be as inert surfactants in pesticide formuiations. Based on SAR
analysis of test data on analogous anionic surfactant compounds, EPA predicts toxicity to aguatic organisms may occur at conce ntrations that
exceed 18 ppb in aggregate of the PMN substances in surface waters. As described in the PMNs, releases of the substances are not expected to
result in surface water concentrations exceeding 18 ppb in aggregate. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasanable risk. EPA has determined, however, that any use of the substances that
resuits in aggregate releases to surface waters exceeding 18 ppb may resuit in signiticant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.170{b){4){i}).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test {OPPTS Test Guideline 850.1075), an acute invertebrate toxicity test
{OPPTS Test Guideline 850.1010}, and an aigal toxicity test {OCSPP Test
Guideline 850.4500} would help characterize the environmental effects of the
PMN substances. The recommended testing may be performed an any one of
the 6 PMN chemicals.

40 CFR 721.10862
80 FR 59593 {October 2, 2015)

hittps://www.gpo.gov/fdsys/pkg/FR-2015-10-
02/pdf/2015-24846.pdf

79 FR 68238 (November 14,
2014)

'fwww.gpo.gov/Tdsy
s/okg/FR-2014-11-
14/pdf/2014-26003.pdf

Oxirane, 2-methyl-, polymer with
oxirane, monchexadecy! ether,
phosphate, potassium salt

1456802-88-2

Croda

The PMNs state that the generic {non-confidential) use of the substances will be as inert surfactants in pesticide formuiations. Based on SAR
analysis of test data on anaiogous anionic surfactant compounds, EPA predicts toxicity to aquatic organisms may occur at conce ntrations that
exceed 18 ppb in aggregate of the PMN sui nces in surface waters. As described in the PMNs, releases of the substances are not expected to
result in surface water concentrations exceeding 18 ppb in aggregate. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances that
resuits in aggregate releases to surface waters exceeding 18 ppb may resuit in significant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.170{b){4){i}).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test {OPPTS Test Guideline 850.1075), an acute invertebrate toxicity test
{OPPTS Test Guideiine 850.1010), and an algal toxicity test {OCSPP Test
Guideline 850.4500} would help characterize the environmental effects of the
PMN substances. The recommended testing may be performed on any one of
the 6 PMN chemicals.

40 CFR 721.10862
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/fdsys/okg/FR-2015-10-
02/pdf/2015-24846.pdf

79FR 68238 {November 14,
2014)

'furww.gpo.gov/fdsy
s/pkg/FR-2014-11-
14/ pdf/2014-26903.pdf

Oxirane, 2-methyl-, polymer with
oxirane, monchexadecy! ether,
phosphate, ammonium sait

1456802-89-3

Croda

The PMNs state that the generic {non-confidentiai} use of the substances wili be as inert surfactants in pesticide formutations. Based on SAR
analysis of test data on analogous anionic surfactant compounds, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 18 ppb in aggregate of the PMN substances in surface waters. As described inthe PMNs, releases of the substances are not expected to
resuitin surface water concentrations exceeding 18 ppb in aggregate. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the stances may present an unreasonable risk. EPA has determined, however, that any use of the substances that
resuits in aggregate releases to surface waters exceeding 18 ppb may resuitin significant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.170{b){4){i}).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test {OPPTS Test Guideline 850.1075), an acute invertebrate toxicity test
{OPPTS Test Guideiine 850.1010), and an algal toxicity test {OCSPP Test
Guideline 850.4500) wouid help characterize the environmental effects of the
PIVN substances. The recommended testing may be performed on any one of
the 6 PMN chemicals.

40 CFR 721.10862
80 FR 59593 {October 2, 2015)

Https://wivw.gpo.gov/ fdsys/pka/FR-2015-10-
62/ pdf/2015-24846.pdf

79 FR 63238 {November 14,
2014)

hittps://www.gpo.gov/fdsy
s/okg/FR-2014-11-
14/ pdf/2014-26903.pdf

Ethanol, 2-aminc-, compd. with 2-
methyloxirane polymer with
oxirane monohexadecyi ether
phosphate

1456803-12-5

Croda

The PMNs state that the generic {non-confidentiai) use of the substances will be as inert surfactants in pesticide formutations. Based on SAR
analysis of te st data on analogous anionic surfactant compounds, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 18 ppb in aggregate of the PMN substances in surface waters. As described in the PMNs, releases of the substances are not expected to
resuitin surface water concentrations exceeding 18 ppb in aggregate. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances that
resuits in aggregate releases to surface waters exceeding 18 ppb may resuitin significant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.170{b}{a){i1).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test {OPPTS Test Guideline 850.1075), an acute invertebrate toxicity test
{OPPTS Test Guideiine 830.1010), and an algal toxicity test {OCSPP Test
Guideline 850.4500) would help characterize the environmental effects of the
PMN substances. The recommended testing may be performed on any one of
the 6 PMN chemicals.

40 CFR 721.10862
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/tdsys/pkg/FR-2015-10-
02/ pdf/2015-24846.pdf

79 FR 68238 {November 14,
2014)

https://www.gpo.gov/fdsy
5/pkg/FR-2014-11:
14/ pdf/2014-26903.pdf

Ethanol, 2,2°2",-nitrilotris-, compd.
with 2-methyloxirane polymer with
oxirane monohexadecyi ether
phosphate

3456803-14-7

Croda

The PMNs state that the generic {non-confidentiai) use of the substances will be as inert surfactants in pesticide formuiations. Based on SAR
analysis of te st data on analogous anionic surfactant compounds, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 18 ppb in aggregate of the PMN substances in surface waters. As described in the PVINs, releases of the substances are not expected to
result in surface water concentrations exceeding 18 ppb in aggregate. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substances may present an unreasonable risk. EPA has determined, however, that any use of the substances that
results in aggregate releases to surface waters exceeding 18 ppb may resuit in significant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.170{b){4){ii).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test {OPPTS Test Guideline 850.1075), an acute invertebrate toxicity test
{OPPTS Test Guideline 850.1010}, and an algal toxicity test {OCSPP Test
Guideline 850.4500) would help characterize the environmental effects of the
PMN substances. The recommended testing may be performed on any one of
the 6 PMN chemicals.

40 CFR 721.10862
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/tdsys/pkg/FR-2015-10-
02/ pelf/2015-24846. pdf

79 FR 68238 {November 14,
2014)

https://www.gpo.gov/fdsy
5/pkg/FR-2014-11
14/ pdf/2014-26903.pdf

Nitrile amine {generic).

Claimed
confidential.

Akzo Nobel Surface
Chemistry LLC

The PN states that the generic {non-confidential} use of the substance will be as a site-limited chemical intermediate. Based on submitted
test data on the PMN substance as weli as SAR analysis of test data on anaiogous neutral organic compounds, EPA predicts toxicity to aquatic
organisms may occur at concentrations that exceed 1 ppb of the PMN substance in surface waters. As described in the PNIN, releases of the
substance are not expected to result in surface water concentrations exceeding 1 ppb. Therefore, EPA has not determined that the proposed
manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the
substance that results in releases to surface water conce ntrations exceeding 1 ppb may cause significant adverse environmental effects. Based
on this information, the PMN substance meets the concern criteria at § 721.170{b){4}{i) and {i1).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400), a daphnid chronictoxicity
test {OPPTS Test Guideline 850.1300), and an algal toxicity test {OCSPP Test
Guideline 4500) would help characterize the environmental effects of the
PMN substance.

40 CFR 721.10863
80 FR 59593 {October 2, 2015)

hittps://www.gpo.gov/fdsys/pkg/FR-2015-10-
02/ pdf/2015-24846.pdf

79 FR 73297 {December 10,
2014)

hitps://wirw.gpo.gov/fdsy
s/okg/FR-2014-12-
10/ pdf/2014-28044.pdf

1,3-Propanediamine, N1, N1-alkyl
{generic).

Claimed
confidential

Akzo Nobel Surface
Chemistry LLC

The PMN states that the generic {non-confidential) use of the substance wili be as a friction modifier. Based on submitted test dataonan
analogous substance as well as SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at
concentrations that exceed 32 ppb of the PMN substance in surface waters. As described inthe PMN, releases of the substance are not expected
to result insurface water concentrations exceeding 32 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or
use of the substan y present an unreasonable risk. EPA has determined, however, that any use of the substance that results in releases to
surface water concentrations exceeding 32 ppb may cause significant adverse environmental effects. Based on this information, the PMN
substance meets the concern criteria at § 721.170{b}{ 4){i1).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400), a daphnid chronictoxicity
test {OPPTS Test Guideline 850.1300), and an algal toxicity test {OCSPP Test
Guideline 850.4500) wouid help characterize the environmental effects of the
PMN substance. EPA also recommends that the guidance document on aquatic
toxicity testing of difficult substance and mixtures {Organisation for Economic
Co-operation and Development {OECD) Test Guideline 23) be consulted to
facilitate solubility inthe test media, because of the PMN substance’s low water
solubility.

40 CFR 721.10864
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/Tds:
02/ pdf/2015-24846. pdf

s/pkg/FR-2015-10-

79 FR 73297 {December 10,
2014)

hitps://wirw.gpo.gov/fdsy
s/pkg/FR-2014-12-
10/pdf/2014-28044.pdf

2-Pyridinecarboxylic acid, 4,5,6-
trichloro-

496849-77-5

The PMN states that the generic {non-confidential) use of the substance wili be as a chemical intermediate. Based on SAR analysis of test data
on analogous pyridine-aipha-acids and neutral organics, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 30
ppb of the PMN substance in surface waters. As described inthe PVN, releases of the substance are not expected to result in surface water
concentrations exceeding 30 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may
present an unreasonable risk. EPA has determined, however, that any use of the substance that resuits in releases to surface water
concentrations exceeding 30 ppb may cause significant adverse environmental effects. Based on this information, the PMN substance meets the
concern criteria at § 721.170{b){4){ii}.

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075), an acute
invertebrate toxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010),
an algal toxicity test (OCSPP Test Guideline 850.4500), and the
aerobic/anaerobic transformation in soil test {OECD 307) wouid help
characterize the environmental effects of the PMN substance.

40 CFR 721.10365
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/Tdsys/pkg/FR-2015-10-
02/ pdf/2015-24846. pdf

79 FR 73297 {December 10,
2014)

hitps://wirw.gpo.gov/fdsy
s/pkg/FR-2014-12-
10/pdf/2014-28044.pdf

Imidazoliurn, polymer with cyciic
anhydride and alkenoic acid, alkali
salt {generic)

Claimed
confidential

The PMN states that the generic {non-confidential) use of the substance wili be as a leather chemical. Based on SAR analysis of test dataon
analogous polyanicnic polymers, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 200 ppb of the PMN
substance in surface waters for greater than 20 days per year. This 20-day criterion is derived from partial life cycle tests {daphnid chronic and
fish early life stage tests) that typically range from 21 to 28 days in duration. EPA predicts toxicity to aquatic organisms may occur if releases of
the substance to surface water, from uses other than as described inthe PMN, exceed releases from the use described in the PMN. For the use
described in the PMN, envirenme ntai releases did not exceed 200 ppb for more than 20 days per year. Therefore, EPA has not determined that
the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has deter 2d, however, that any use
of the substance otherthan as listed inthe PMN may result in significant adverse environmental effects. Based on this information, the PMN
substance meets the concern criteria at § 721.170{b}{4){ii).

Recommended testing: EPA has determined that the results of a ready
biodegradabiiity test {OPPTS Test Guideline 835.3110), a fish early-life stage
toxicity test {OPPTS Test Guideline $50.1400), a daphnid chronic toxicity test
{OPPTS Test Guideiine 830.1300), and an algal toxicity test {OCSPP Test
Guideline 850.4500) would help characterize the environmental effects of the
PMN substance.

40 CFR 721.10866
80 FR 59593 {October 2, 2015)

hittps://www.gpo.gov/fdsys/pkg/FR-2015-10-
02/pdf/2015-24846.pdf

79 FR 73297 (Decermber 10,
2014)

https://www.gpo.gov/fdsy
s/okg/FR-2014-12-
10/pdf/2014-28044. pdf

Hydrochlorofluorocarbon {generic}

Claimed
confidential

The PMN states that the generic {non-confidential) use of the substance wili be as an intermediate in the production of a hydrofluorocarbon
{HFC). Based on SAR analysis of test data on analogous neutral organics, EPA predicts toxicity to aquatic organisms may occur at concentrations
that exceed 99 ppb of the PMN substance in surface waters. Further, based on test data on analogous organohalogen compounds, there were
heaith concerns regarding anesthesia at high inhalation doses fram exposure to the PMN substance via dermal and inhalation exposure. As
described in the PMN, exposure is expected to be minimal due to use of adequate dermal and respiratory personal protection equipment and
releases of the substance are not expected to result in surface water concentrations exceeding 99 ppo. Therefore, EPA has not determined that
the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use
of the substance that resuits in releases to surface waters exceeding 99 ppb, or any use without the use of NIOSH-certified organicvapor
cartridge respirator with an assigned prote ction factor of at least 25, or any use other than as a chemical intermediate may result i
human health or significant adverse environmental effects. Based on this information, the PMN substance meets the concern criteriaat
§ 721.170{0){3){i1) and {b){4){ii}).

serious

Recommended testing: EPA has determined that the results of aan acute
inhalation toxicity test {OPPTS Test Guideline 870.1300), fish acute toxicity test
{OPPTS Test Guide!ine 850.1075), an aquatic inve rtebrate acute toxicity test
{OPPTS Test Guideline 850.1010), and alga! toxicity test {OCSPP Test Guideline
850.4500) would help characterize the human health and environmental effects
of the PMN substance.

40 CFR 721.10867
80 FR 59593 {October 2, 2015)

hittps://www.gpo.gov/fdsys/pkg/FR-2015-10-
02/pdf/2015-24846.pdf

S0 FR 3584 (January 23,
2015)

https://www.gpo.gov/fdsy
s/okg/FR-2015-01-
23/pdf/2015-01173.pdf

Alkylatkencic acid copolymer
{generic)

Claimed
confidential

The PMN states that the generic {non-confidential) use of the substance wili be as an encapsulating polymer. Based on test data on analogous
high molecutar weight polymers, EPA identified concerns for lung toxicity. As described in the PMN, EPA does not expect significant worker
inhalation exposure due to nc domestic manufacture, and the substance is not manufactured, processed, or used inthe form of a powder.
Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA
has determined, however, that any domestic manufacture of the substance or any impart, processing, or use of the substance inthe form of a
powder may cause serious health effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){3){ii).

Recommended testing: EPA has determined that the results of a 90-day
inhalation toxicity test with a 60-day holding period {OPPTS Test Guideline
870.3465) would help characterize the human health effects of the PMN
substance.

40 CFR 721.10863
80 FR 59593 {October 2, 2015)

hittps://www.gpo.gov/fdsys/pkg/FR-2015-10-
02/ pdf/2015-24846. pdf

90 FR 9262 (February 20,
2015)

https://www.gpo.gov/fdsy
s/okg/FR-2015-02-
20/ pdf/2015-03460.pdf

D-Giucitol, alkylamino-N-acy!
derivs. {generic)

Claimed
confidential

CB}

The PMN states that the substance will be used as a surfactant in cleaning products and liquid soaps. Based on test data on the PMN substance,
as well as SAR analysis of test data on analogous nonionic surfactants, EPA predicts toxicity to aquatic organisms may occur at concentrations that
exceed 14 ppb of the PMN substance in surface waters. As described inthe PMN, reieases of the substance are not expected to result in surface
water concentrations that exceed 14 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the
supstance may present an unreasonable risk. EPA has determined, however, that any use of the substance resuiting in surface water
concentrations exceeding 14 ppb may cause significant adverse environmental effects. Based on this information, the PMN subistance meets the
concern criteria at § 721.170 {b}{4}{1} and {b}{4}{ii).

Recommended testing: EPA has determined that the results of a fish early-life
stage toxicity test {OPPTS Test Guideline 850.1400) and a ready bicdegradability
test {OECD Test Guideline 301) would heip characterize the environmental
effects of the PMN substance.

40 CFR 721.10869
80 FR 59593 {October 2, 2015)

hittps://www.gpo.gov/fdsys/pkg/FR-2015-10-
02/pdf/2015-24846.pdf

80 FR 9262 {February 20,
2015)

https://www.gpo.gov/fdsy
s/okg/FR-2015-02-
20/ pdf/2015-03460.pdf

Cyclohexanedicarboxylic acid,
dialkyl ester {generic)

Claimed
confidential

Witsui Che
America, Inc

icals

The PMN stales that the generic {non-confidential) use of the substance will be as an adjuvant used in reaction processes. Based on SAR analysis
of test data on analogous esters, EPA predicts toxicity to aguatic organisms may occur at concentrations that exceed 30 ppb of the PMN
substance in surface waters. As described inthe PMN, releases of the substance are not expected to result in surface water concentrations that
exceed 10 ppb. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an
unreasonable risk. EPA has determined, however, that any use of the substance resulting in surface water concentrations exceeding 10 ppb may
cause significant adverse environmentai effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b}{4}{i1).

Recommended testing: EPA has determined that the results of a fish acute
toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an acute
invertebrate toxicity test, freshwater daphnids {OPPTS Test Guide line 850.1010);
and an algal toxidity test {OCSPP Test Guideline 850.4500) would he'p
characterize the environmental effects of the PMN substance.

40 CFR 72110870
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/fdsys/okg/FR-2015-10-
02/pdf/2015-24846.pdf

80 FR 9262 {February 20,
2015)

hittps://www.gpo.gov/fdsy
s/pkg/FR-2015-02-
20/ pdf/2015-03460.pdf

Isacyanate prepoiymer {generic)

Claimed
confidential.

The PMN states that the generic {non-confidentiai} use of the substance wil! be asingredient in an industrial adhesive. Based on SAR analysis of
test data on analogous diisocyanates, EPA identified cancerns for irritation and sensitization to the skin and lungs. As described in the PMN, EPA
does not expect significant occupational dermal or inhalation exposure due to use of adequate personal protective equipment and consumer
exposures are not expected as the PMN substance is not used in consumer products. Therefore, EPA has not determined that the proposed
manufacture, processing, or use of the may present an unreasonable risk has determined, however, that any use of the
substance without a NIOSH-certified particulate respirator withan APF of at least 10 where there is a potentiai for inhalation exposure, or any
use inconsumer products may cause serious health effects. Based on this information, the PMN substance meets the concern criteriaat

5 721.170{b){3){i1).

Recommended testing: EPA has determined that the results of a skin
sensitization test {OPPTS Test Guideline 870.2600) and a S0-day subchronic
inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize
the human health effects of the PN substance.

40 CFR 721.10871
80 FR 59593 {October 2, 2015)

Https://wivw.gpo.gov/ fdsys/pka/FR-2015-10-
62/ pdf/2015-24846.pdf

S0 FR 14374 {Viarch 19,
2015}

hittps://www.gpo.gov/fdsy
s/pkg/FR-2015-
19/ pdf/2015-06223.pdf

Heteropolycyclic, polymer with
alkanedioic acid, di-alkenoate
{generic).

Claimed
confidential

The PMN states that the generic {non-confidential) use of the substance wili be as a coating resin. Based on test data on anaiogous acrylates, EPA
identified concerns for oncogenicity, developmental toxicity, liver and kidney toxicity, sensitization, irritation, and acute toxicity. Further, based
on SAR analysis of test data on analogous acrylates, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 120 ppb
of the PMIN substance in surface waters. As described in the PMN, occupational expaosures are expected to be minimal due to the use of
impervious gloves, goggies, and NIOSH-certified particuiate respirators with an APF of at least 10. Further, releases of the substance are not
expected to resuit in surface water concentrations exceeding 120 ppb. Therefore, EPA has not determined that the proposed manufacturing,
processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that use of the substance without use of
impervious gloves and goggles, when there is a potential dermal exposure; use of the substance without a NIOSH-certified particulate respirator
with an APF of at |east 10, where there is a potential for inhalation exposures; or any use of the substance that results in releases to surface
wate rs exceeding 120 ppb may result in significant adverse health and environmental effects. Based on this information, the PMN substance
meets the concern criteria at § 721.170 {b}{D){1}{C), {b}(3}{i1), and {b){4){ii}.

Recommended testing: EPA has determined that the results of a combined

re peated dose toxicity with the reproduction/deveiopmental toxicity screening
test {OPPTS 870.3650); a fish early-life stage toxicity test {OPPTS Test Guideline
850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline 850.1300}; and
an algal toxicity test {OCSPP Test Guideline $50.4500) would help characterize
the human health and environmental effects of the PMN substance

40 CFR 72110872
80 FR 59593 {October 2, 2015)

hittps://www.gpo.gov/fdsys/pkg/FR-2015-10-
02/ pdf/2015-24846. pdf

50 FR 14374 (March 19,
2015)

https://www.gpo.gov/fdsy
s/okg/FR-2015-03
19/pdf/2015-06223.pdf

Methyiene dilsocyanate polymer
with diois and triols {generic).

Claimed
confidential

H.B. Fuiler Company

The PMN states that the generic {non-confidential) use of the substance wili be as an industriai adhesive. Based on SAR analysis of test dataon
analogous diisocyanates, EPA identified concerns far respiratory and dermal sensitization and lung and mucous membrane irritation based on
the isocyanate moiety As described in the PMN, EPA does not expect significant occupational dermal or inhalation exposure due to use of
adequate personal protective equipment and consumer exposures are not expected as the PMN substance is not used in consumer products.
Therefore, EPA has not determined that the proposed manufacture, processing, or use of the substance may present an unreasonable risk. EPA
has determined, however, that any use of the substance without a NIOSH-certified particulate respirator with an APF of at least 10 where there
is a potential for inhalation exposure, or any use in consumer products, may cause serious heaith effects. Based on this information, the PMN
substance meets the concern criteria at § 721.170{b}{3){i1).

Recommended testing: EPA has determined that the results of a skin
sensitization test {OPPTS Test Guideline 870.2600) and a 90-day subchronic
inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize
the human health effects of the PMIN substance.

40 CFR 72110873
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/Tdsys/pkg/FR-2015-10-
02/ pdf/2015-24846. pdf

30 FR 14374 {Viarch 19,
2015)

zpo.gov/idsy
s/pkg/FR-2015-03
19/ pdf/2015-06223.pdf

Polymer of isophorone
diisocyanate and amine-terminated
propoxyiatedpalycl {generic)

Claimed
confidential

The PMIN states that the generic {non-confidentiai) use of the substance wili be as a crossiinker. Based on anaiogous diisocyanates, EPA
identified concerns for potential dermal and respiratory sensitization from dermal and inhalation exposures, and for pulmonary toxicity from
inhalation expasure, to the PMN substance when the average molecuiar weight is below 2500 daltons and any molecular weight species is
beiow 1000 daltons. EPA does not expect significant exposures from the form of the PMN sulstance as described inthe PMN. Therefore, EPA has
not determined that the proposed manutacture of the substance may presentan unreasonable risk. EPA has determined, however, that any
manufacture of the PMIN substance with an average molecular weight of below 2500 daitons and any molecuiar weight species be iow 1000
daltons may cause serious health effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){3){i’).

Recommended testing: EPA has determined that the results of a skin
sensitization test (OPPTS Test Guideline 870.2600) and a 90-day subchronic
inhalation toxicity test {OPPTS Test Guideline 870.3465) would help characterize
the human health effects of the PMN substance.

40 CFR 721.10874
80 FR 59593 {October 2, 2015)

https://www.gpo.gov/tdsys/pkg/FR-2015-10-
02/ pdf/2015-24846.pdf

80 FR 18227 {April 3, 2015)

https://www.gpo.gov/fdsy
s/okg/FR-2015-04-
03/pdf/2015-07495 pdf

ED_005294A_00000008-00015



P-13-793 |Functionalized carbon nanotubes  [Claimed CB} August 2, 2013 N/A N/A November 19, 2014 473 June 10, 2015 N/A N/A {adverse N/A Yes June 10, 2015 No final SNUR yet-- EPA  |The PMN states that the substance will be used as a thin film for electronic device applications. Based on SAR analysis of test data on analogous {Recommended testing: EPA has determined that the results of an orai and No CFR{no final rule} 79 FR 38288 (July 7, 2014}
{generic) confidential comments received) deferredaction to alaer [carbon nanotubes and other respirable poorly soluble particuiates, EPA identified potential lung effects, developmental toxicity, and dermai inhalation pharmacokinetic test {OPPTS Test Guideline 870.7485); a 90-day
date toxicity from exposure to the PMN substance via inhalation, dermal, and oral routes. Further, EPA predicts toxicity to aquatic organisms via inhalation toxicity test {OPPTS Test Guideline 870.3465); a fish early-iife stage | Proposed rule: 80 FR 32879 {June 10, 2015) hitps://www.gpo.gov/fdsy
releases of the PMN substance to surface water. As described in the PMN, EPA does not expect significant occupational exposures due to the toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronic toxicity test s/pkg/FR-2014-07-
use of impervious gloves, where there is potential for dermal exposure, and because the PMN is used in liquid form and is not spray applied. {OPPTS Test Guideline 850.1300); an algal toxicity test {OCSPP Test Guideline https://www.gpo.gov/fdsys/okg/FR-2015-06- 07/ pdf/2014-15760.pdf
Further, EPA does not expect environmental releases during the use identified inthe PMN submission. Therefore, EPA has not determined that {850.4500); and a surface charge by electrophoresis by either the {ASTM Test 10/ pdf/2015-13941. pdf
the proposed manufacturing, processing, or use of the substance may present an unreasonabie risk human health or the environment. EPAhas  |Guideline E2865-12) or measuring the zeta potential of nanoparticies
determined, however, that any use of the substance without the use of impervious gloves, where there is a potential for dermal exposure; {Nanotechnology Characterization Library {NCL) Method PCC-2) {located in the
manufacturing the PMN substance for use other than as a thin film for electronic device applications; manufacturing, pracessing, or using the Docket under Docket ID number EPA-HQ-OPPT-2014-0390}; would help
PMN substance in aform other than aliguid; use of the PMN substance involving an application method that generates a mist, vapor, or aerosol; icharacterize the human health and environmental effects of the PMN
or any release of the PVIN substance into surface waters may cause serious heaith effects or significant adverse environmental effects. Based on |substance.
this information, the PMN substance meets the concern criteria in § 723.170 {b}{3){i1) and {b}{#}{ii).
P-14-72 |Propaneperoxoic acid, 2,2-dimethy|{22288-41-1 CBI November 6, 2013 N/A N/A April 15, 2014 160 December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMN states that the use of the substance will be as a polymerization initiator for the production of poiyvinyl chloride {PVC) and Recommended testing: EPA has determined that the results of a ready 40 CFR 721.10780 79 FR 38302 (July 7, 2014}
, 1,1,3,3-tetramethy|butyl ester comments received) polyethylene resin. Based on test data on the PMN substance, as well as ecological SAR analysis of test data on analogous peroxy esters, EPA biodegradabiiity test {OECD Test Guideline 301C) with product-specific chemical
predicts toxicity to aguatic organisms may occur at concentrations that exceed 3 ppb of the PMN substance in surface waters. As described in the {analytics to validate the degradation products {including intermediate products) {80 FR 75812 {Dece mber 4, 2015} https://www.gpo.gov/fdsy
PMN, releases of the substance are not expected to resuit in surface water concentrations that exceed 3 ppb. Therefore, EPA has not and the rates of degradation {including intermediate degradation rates); anda 5/pka/FR-2014-07
determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, hydraolysis as a function of pH and temperature test {OPPTS Test Guideline nttps://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
however, that any use of the substance resulting in surface waters concentrations exceeding 3 ppb may result in significant adverse 835.2130) would help characterize the environmental effects of the PMN 04/ pdf/2015-30677. pdf
environmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b){4){i} and {b}{4){i}). substance.
P-14-89 |Fatly acid amide hydrochlorides Claimed CB} November 15, 2013 N/A N/A June 23, 2034 220 December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The consolidated PMN states that the substances will be used as surfactants for use in asphalt emuisions. Based on ecological SAR analysis of Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 (July 7, 2034}
{generic). confidential comments received) test data on analogous aliphatic amines, EPA predicts toxicity to agquatic organisms may occur at concentrations that exceed the following values toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
of the PMIN substances in surface waters: 110 ppb. For the use described in the PMNs, releases of the substances are not expected to result in invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or use [850.1010); and an algal toxicity test {OCSPP Test Guideline 850.4500} would help s/pkg/FR-2014-07-
of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resulting in surface water characterize the environmental effects of the PMN substances. EPA also https://www.gpo.gov/fdsys/okg/FR-2015-12- 07/ pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this {recommends that the guidance document on aguatic toxicity testing of difficult |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4){i}). substances and mixtures {OECD Test Guideline 23) be followed.
P-14-90 |Fatty acid amide hydrochlorides Claimed CBI November 15,2013 N/A N/A June 23, 2014 220 December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 Basis for action: The consoiidated PMN states that the substances will be used as surfactants for use in asphalt emulsions. Based on ecological Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10781 79 FR 38302 {July 7, 2014)
{generic). confidential comments received) SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the  [toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075}); an aquatic
following values of the PMN substances in surface waters: 240 ppb. For the use described inthe PMNs, releases of the substances are not invertebrate acute toxicity test, freshwater daphnids (OPPTS Test Guideline 80FR 75812 (December 4, 2015 hittps://www.gpo.gov/fdsy
expected to resuit in surface water concentrations that exceed these values. Tnerefore, EPA has not determined that the proposed 850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) would help s/pkg/FR-2014-07-
manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the characterize the environmental effects of the PMN substances. EPA also hittps://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
substances resuiting in surface water concentrations exceeding the aforementioned concentrations of concern may result in significant adverse {recommends that the guidance document on aquatic toxicity testing of difficult |04/pdf/2015-30677. pdf
environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b){4){ii}. substances and mixtures (OECD Test Guideline 23) be followed.
P-14-91 |Fatty acid amide hydrochlorides Claimed CBI November 15, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 Basis for action: The cansolidated PMN states that the substances will be used as surfactants for use in asphalt emulsions. Based on ecological Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10781 79 FR 38302 {Juiy 7, 2014}
{generic). confidential comments received) SARanalysis of test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at cancentrations that exceed the  toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
following vaiues of the PMIN substances in surface waters: 53 ppb. For the use described inthe PMNs, releases of the substances are not invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80FR 75812 {Dece mber 4, 2015) hitps://wirw.gpo.gov/fdsy
expected to resuit in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed 850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) would help s/pkg/FR-2014-07-
manufacturing, processing, or use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the characterize the environmental effects of the PMN substances. EPA also https://www.gpo.gov/fdsys/pka/FR-2015-12-  |07/pdf/2014-15764.pdf
substances resulting in surface water concentrations exceeding the aforementioned concentrations of concern may result in significant adverse recommends that the guidance document on aquatic toxicity testing of difficult |04/pdf/2015-30677.pdf
environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b){4){ii}. substances and mixtures {OECD Test Guideline 23) be followed.
P-14-92 |Fatty acid amide hydrochlorides Claimed CB! November 15, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The consolidated PVIN states that the substances wiil be used as surfactants for use in asphalt emuisions. Based on ecoiogical SAR analysis of Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110781 79 FR 38302 (July 7, 2014}
{generic). confidential comments received) test data on analogous aliphatic amines, EPA predicts toxicity to aquatic organisms may accur at concentrations that exceed the following values [toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
of the PMN substances in surface waters: 110 ppb. For the use described in the PMNs, releases of the substances are not expected to resultin invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
surface water cance ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or use [850.1010}; and an algal toxicity test {OCSPP Test Guideiine 850.4500) would help 5/pka/FR-2014-07
of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resulting in surface water characterize the environmental effects of the PMN substances. EPA also nttps://www.gpo.gov/idsys/pkg/FR-2015-12-  |07/pdf/2014-15764.pdf
concentrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this |recommends that the guidance document on aquatic toxicity testing of difficult
information, the PMN substances meet the concern criteria at § 721.170(b){4){ii). substances and mixtures {OECD Test Guideline 23) be followed.
P-14-158 |Fatty acid amides {generic). Claimed CBI December 16, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The consolidated PVIN states that the substances will be used as chemical intermediates and additives for flotation products. Based on EPA has determined that the results of (1) a water solubility: Column elution 40 CFR 721.10782 79 FR 38302 {Juiy 7, 2014}
confidential commenits received) ecological SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at method; shake flask method test {OPPTS Test Guideline 830.7840) or a water
concentrations that exceed the following vajues of the PMN substances in surface waters: 1 ppb. For the use described in the PVNs, releases of [solubility generator column method test {OPPTS Test Guideline 830.7860); and |80 FR 75812 {December 4, 2015} https://www.gpo.gov/fdsy
[the substances are not expected to result in surface water concentrations that exceed these values. Therefore, EPA has not determined that the |{2) a determination of the partition coefficient {n-octanol/water) by shake flask s/okg/FR-2014-07-
propased manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of  imethod {OPPTS Test Guideline 830.7550}, or generator column methad {OPPTS | https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
the substances resulting in surface water concentrations exceeding the afore mentioned concentrations of concern may resuit in significant Test Guideline 830.7560), or estimation by liquid chromatography (OPPTS Test |04/ pdf/2015-30677.pdf
adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b}{4) Guideline 830.7570) would help characterize the physical/chemical properties of
the PMIN substances. Depending upon the results of these data, the results of a
fish early-life stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid
chronic toxicity test (OPPTS Test Guideline 850.1300); and an algal toxicity test
{OCSPP Test *63829 Guideline 850.4500) may be recommended to help
characterize the environmental effects of the PMN substances.
P-14-159 |Fatty acid amides {generic}. Claimed CBI December 16, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The consolidated PVIN states that the substances will be used as chemical intermediates and additives for flotation products. Based on EPA has determined that the results of {1} a water solubility: Column elution 40 CFR 721.10782 79 FR 38302 {Juiy 7, 2014}
confidential comments received) ecological SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at method; shake flask method test {OPPTS Test Guideline 830.7840) or a water
concentrations that exceed the following values of the PMN substances in surface waters: 1 ppb. For the use described in the PVINs, releases of [solubility generator column method test {OPPTS Test Guideline 830.7860); and {80 FR 75812 {December 4, 2015} hitps://wirw.gpo.gov/fdsy
the substances are not expected 1o result in surface water concentrations that exceed these values. Therefore, EPA has not determined that the |(2) a determination of the partition coefficient {n-octanol fwater) by shake flask s/pkg/FR-2014-07-
proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has dete rmined, however, that any use of  {method {OPPTS Test Guideline 830.7550), or generator column method {OPPTS | https://www.gpo.gov/fdsys/pkg/FR-2015-12-  |07/pdf/2014-15764.pdf
the substances resulting in surface water concentrations exceeding the afore mentioned concentrations of conce rn may resuit in significant Test Guideline 830.7560), or estimation by liquid chromatography {OPPTS Test |04/ pdf/2015-30677.pdf
adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b}{4}{i1). Guideline 830.7570) would help characterize the physical/chemicai properties of
the PMN substances. Depending upon the results of these data, the results of a
fish early-life stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid
chronic toxicity test (OPPTS Test Guideline 850.1300); and an algal toxicity test
{OCSPP Test *63829 Guideline 850.4500) may be recommended to help
characterize the environmental effects of the PMN substances.
£-14-161 [Fatty acid amides (generic). Claimed CB} December 16, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The consolidated PMN states that the substances will be used as chemical intermediates and additives for flotation products. Based on EPAhas determined that the resuits of {1) a water solubility: Column elution 40 CFR 72110782 79 FR 38302 (July 7, 2034}
confidential comments received) ecological SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at method; shake flask method test {OPPTS Test Guideline 830.7840) or a water
concentrations that exceed the following values of the PMN substances in surface waters: 1 ppb. For the use described in the PVNs, releases of [solubility generator column method test {OPPTS Test Guideline 830.7860); and |80 FR 75812 {Dece mber 4, 2015} https://www.gpo.gov/fdsy
the substances are not expected to result in surface water concentrations that exceed these values. Therefore, EPA has not determined that the {(2) a determination of the partition coefficient {n-octanol /water) by shake flask s/pkg/FR-2014-07-
proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of  |method {OPPTS Test Guideline 830.7550), or ge nerator column method {OPPTS  |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
the subistances resulting in surface water concentrations exceeding the afore mentioned concentrations of concern may resuit in significant Test Guideline 830.7560), or estimation by liquid chromatography {OPPTS Test |04/ pdf/2015-30677.pdf
adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b){4){1}. Guideline 830.7570) would help characterize the physical/chemicai properties of
‘the PMN substances. Depending upon the results of these data, the results of a
fish early-life stage toxicity test {OPPTS Test Guideline $50.1400); a daphnid
chronic toxicity test {OPPTS Test Guideiine 850.1300); and an algal toxicity test
{OCSPP Test *63829 Guideline 850.4500) may be recommendedto heip
characterize the environmental effects of the PMN substances.
P-14-162 |Fatty acid amides (generic). Claimed CBI December 16, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The consolidated PVIN states that the substances wiil be used as chemical intermediates and additives for flotation products. Based on EPA has determined that the resuits of {1} a water solubility: Column eiution 40 CFR 721.10782 79 FR 38302 (July 7, 2014}
confidential comments received) ecological SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at method; shake flask method test {OPPTS Test Guideline 830.7840) or a water
concentrations that exceed the following vatues of the PMN substances in surface waters: 140 ppb. For the use described inthe PMNs, rejeases  |solubility generator calumn method test {OPPTS Test Guideline 830.7860); and |80 FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
of the substances are not expected to result in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that {2} a determination of the partition coefficient {n-octanol/water) by shake flask 5/pka/FR-2014-07
the proposed manufacturing, processing, or use of the substance may present an unreasenabie risk. EPA has determined, however, that any use imethod {OPPTS Test Guideline 830.75500, or generator column method {OPPTS  |nttps://www.gpo.gov/Tdsys/pke/FR-2015-12- 07/ pdf/2014-15764.pdf
of the substances resuiting in surface water concentrations exceeding the aforementioned concentrations of concern may result in significant  [Test Guideline 830.7560), or estimation by liquid chromatography {OPPTS Test |04/ pdf/2015-30677. pdf
adverse environmental effects. Based on this information, the PVIN substances meet the concern criteria at § 721.170{b){4){i1). Guideline 830.7570) wouid help characterize the physical/chemicai properties of
the PMN substances. Depending upon the results of these data, the results of a
fish early-life stage toxicity test {OPPTS Test Guideline $50.1400); a daphnid
chronic toxicity test {OPPTS Test Guideline 850.1300); and an aigal toxicity test
{OCSPP Test *63822 Guideline 850.4500) may be recommended to help
characterize the environmental effects of the PMN substances.
P-14-163 |Fatty acid amides {generic). Claimed CBI December 16, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The consolidated PVIN states that the substances wiil be used as chemical intermediates and additives for flotation products. Based on EPA has determined that the resuits of (1) a water solubility: Coiumn ejution 40 CFR 721.10782 79 FR 38302 {July 7, 2014)
confidential comments received) ecological SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at method; shake flask method test {OPPTS Test Guideline 830.7840) or a water
concentrations that exceed the following values of the PMN substances in surface waters: 1 ppb. Forthe use described in the PNINs, releases of {solubility generator column method test {OPPTS Test Guideline 830.7850); and |80 FR 75812 {Dece mber 4, 2015) hitps://www.gpo.gov/fdsy
the substances are not expected to result in surface water concentrations that exceed these values. Therefore, EPA has not determined that the [{2) a determination of the partition coefficient {n-octanol fwater) by shake flask s/okg/FR-2014-07-
proposed manufacturing, processing, or use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of  {method {OPPTS Test Guideline 830.7550), or generator column method {OPPTS | https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
the substances resulting in surface water concentrations exceeding the aforementioned concentrations of concern may resuit in significant Test Guideline 830.7560), or estimation by liquid chromatography {OPPTS Test |04/ pdf/2015-30677.pdf
adverse environmental effects. Based on this information, the PMN substances meet the concern criteria at § 721.170{b}{4){i1). Guideline 830.7570} wouid help characterize the physical/chemical properties of
‘the PMN substances. Depending upon the results of these data, the results of a
fish early-life stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid
chronic toxicity test {OPPTS Test Guideline 850.1300); and an aigal toxicity test
{OCSPP Test *63829 Guideline 850.4500) may be recommended to heip
characterize the environmental effects of the PMN substances.
P-14-173 [Fatty adid amide acetates {generic). |Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 {July 7, 2014)
confidential commenits received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aguatic
vaiues of the PIVIN substances in surface waters: 1 ppb. For the use described inthe PVINs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids (OPPTS Test Guideline 80 FR 75812 {December 4, 2015) https://www.gpo.gov/fdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  [850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
conce ntrations exceeding the afarementioned concentrations of cancern may result in significant adverse envirenmentai effects. Based on this lenvironmental effects of the PVN substances. Further, EPA determined that the |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{){4){i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PIVIN P-14-184 would help characterize the
envirenmental effects of the PVIN substance. EPA also recommends thal the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-175 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances wiil be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data [Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 {Juiy 7, 2014}
confidential commenits received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aguatic
vaiues of the PVIN substances in surface waters: 1 ppb. For the use described inthe PViNs, releases of the substances are not expected o result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {December 4, 2015} https://www.gpo.gov/fdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010); and an aigal toxicity test {OCSPP Test Guide!ine 850.4500) on P-14- s/okg/FR-2014-07-
use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
conce ntrations exceeding the afarementioned concentrations of cancern may result in significant adverse envirenmentai effects. Based on this lenvironmental effects of the PVN substances. Further, EPA determined that the |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b}{4){i1). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PIVIN P-14-184 would help characterize the
envirenmental effects of the PVIN substance. EPA also recommends thal the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-176 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances wiil be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data [Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 {Juiy 7, 2014}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic

vaiues of the PMN substances in surface waters: 2 ppb. For the use described inthe PMNs, releases of the substances are not expected to result
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water
concentrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.170{b){4){i1).

invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline
850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14
184, and any one of the remaining PMN substances, wouid help characterize the
environmental effects of the PMN substances. Further, EPA determined that the
results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.

80 FR 75812 {December 4, 2015}
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£-14-177 [Fatly acid amide acetates {generic). |Claimed CB} December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 (July 7, 2034}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity lo aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
vaiues of the PMN substances in surface waters: 3 ppb. For the use described in the PMNs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {Dece mber 4, 2015) hitps://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010}; and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4}{i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PVMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be foliowed.
£-14-178 [Fatly acid amide acetates {generic). |Claimed CB} December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended t ng: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 (July 7, 2034}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity lo aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
values of the PVIN substances in surface waters: 1 ppb. For the use described inthe PViNs, releases of the substances are not expectedto result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010}; and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
concentrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this [environmentai effects of the PMN substances. Further, EPA determined that the [04/pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4){i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficut substances and
mixtures {OECD Test Guideline 23) be foliowed.
P-14-179 |Fatty acid amide acetates {generic). [Claimed CB! December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNSs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data [Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 (July 7, 2014}
confide ntial comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
values of the PVIN substances in surface waters: 1 ppb. For the use described inthe PViNs, releases of the substances are not expectedto result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010}; and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, wouid help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
concentrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this [environmentai effects of the PMN substances. Further, EPA determined that the [04/pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4){i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficut substances and
mixtures {OECD Test Guideline 23) be foliowed.
P-14-180 |Fatty acid amide acetates {generic). [Claimed CB! December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNSs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data [Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 (July 7, 2014}
confide ntial comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
values of the PVIN substances in surface waters: 2 ppb. For the use described inthe PVINs, releases of the substances are not expectedto result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefere, EPA has not determined that the propesed manufacturing, processing, or  1850.1010}; and an algal toxicity test {OCSPP Test Guideiine 850.4500) on P-14- 5/pka/FR-2014-07
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, wouid help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this |environmental effects of the PVIN substances. Further, EPA determined that the {04/pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170(b){4){ii). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA aiso recommends that the
guidance document on aguatic toxicity testing of difficuit substances and
mixtures {OECD Test Guideline 23) be foliowed.
P-14-181 |Fatty acid amide acetates {generic). [Claimed CB! December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNSs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data [Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 (July 7, 2014}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
values of the PVIN substances in surface waters: 1 ppb. For the use described inthe PVINs, releases of the substances are not expectedto result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefere, EPA has not determined that the propesed manufacturing, processing, or  1850.1010}; and an algal toxicity test {OCSPP Test Guideiine 850.4500) on P-14- 5/pka/FR-2014-07
use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |nttps://www.gpo.gov/Tdsys/pkg/FR-2015-12-  |07/pdf/2014-15764.pdf
concentrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the
information, the PMN substances meet the concern criteria at § 721.170(b){4){ii). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA also recommends that the
guidance document on aguatic toxicity testing of difficuit substances and
mixtures {OECD Test Guideline 23) be foliowed.
P-14-182 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMINs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data |Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 {July 7, 2014)
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
vaiues of the PMIN substances in surface waters: 140 ppb. For the use described inthe PMNs, releases of the substances are not expected to invertebrate acute toxicity test, freshwater daphnids (OPPTS Test Guideline S0 FR 75812 {Dece mber 4, 2015) hitps://www.gpo.gov/fdsy
resuitin surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, 850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/okg/FR-2014-07-
processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resulting in {184, and any one of the remaining PMN substances, would help characterize the |nttps://www.gpo.gov/Tdsys/pka/FR-2015-12-  |07/pdf/2014-15764.pdf
surface water conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. lenvironmental effects of the PMN substances. Further, EPA determined that the
Based on this information, the PMN substances meet the concern criteria at § 721.170{b}{4){i1). results of afish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA also recommends that the
guidance document on aguatic toxicity testing of difficuit substances and
mixtures {OECD Test Guideline 23) be foliowed.
P-14-183 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMINs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data |Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 {July 7, 2014)
confidential comments received) on analogous amides and afiphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the foilowing toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
[vaiues of the PVIN substances in surface waters: 1 ppb. Forthe use described in the PMNSs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline S0 FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  [850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the {https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the {04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4}{ii). results of afish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PVN substance. EPA aiso recommends that the
guidance document on aguatic toxicity testing of difficuit substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-184 [Fatty acid amide acetates {generic). {Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 {July 7, 2014)
confidential comments received) on analogous amides and afiphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the foilowing toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
[vaiues of the PVIN substances in surface waters: 1 ppb. Forthe use described in the PMNSs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline S0 FR 75812 {Dece mber 4, 2015 hitps://www.gpo.gov/fdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  [850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the {https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the {04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{){4){i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PVN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-185 [Fatty acid amide acetates {generic). |Claimed CBI December 17, 2013 N/A N/A April 4,2016 839 December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 {July 7, 2014)
confidential {reissued February commenits received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aguatic
23, 2017} values of the PVIN substances in surface waters: 2 ppb. For the use described inthe PVNs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids (OPPTS Test Guideline 80 FR 75812 {December 4, 2015) 'fwww.gpo.gov/Tdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  [850.1010); and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
conce ntrations exceeding the afarementioned concentrations of cancern may result in significant adverse envirenmentai effects. Based on this lenvironmental effects of the PVN substances. Further, EPA determined that the |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{){4){i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PIVIN P-14-184 would help characterize the
envirenmental effects of the PVIN substance. EPA also recommends thal the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-186 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances wiil be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data [Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 {Juiy 7, 2014}
confidential commenits received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aguatic
values of the PVIN substances in surface waters: 2 ppb. For the use described inthe PVNs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids (OPPTS Test Guideline 80 FR 75812 {December 4, 2015) https://www.gpo.gov/fdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010); and an aigal toxicity test {OCSPP Test Guide!ine 850.4500) on P-14- s/okg/FR-2014-07-
use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/pdf/2014-15764.pdf
conce ntrations exceeding the afarementioned concentrations of cancern may result in significant adverse envirenmentai effects. Based on this lenvironmental effects of the PVN substances. Further, EPA determined that the |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b}{4){i1). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PIVIN P-14-184 would help characterize the
envirenmental effects of the PVIN substance. EPA also recommends thal the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-187 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances wiil be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data [Recommended testing: EPA has determined that the results of a fish acute 40 CFR 721.10783 79 FR 38302 {Juiy 7, 2014}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
vaiues of the PVIN substances in surface waters: 2 ppb. For the use described inthe PViNs, releases of the substances are not expected o result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {December 4, 2015} https://www.gpo.gov/fdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010); and an aigal toxicity test {OCSPP Test Guide!ine 850.4500) on P-14- s/okg/FR-2014-07-
use of the substance may present an unreasonabi EPA has determined, however, that any use of the substances resuiting in surface water 184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pke/FR-2015-12-  |07/pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the |04/pdf/2015-30677.pdf
information, the PMN substances meet the concern criteria at § 721.170{b}{4){i1). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PIVIN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-188 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes lune 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of afish acute 40 CFR 721.10783 79 FR 38302 {Juiy 7, 2014}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
vaiues of the PVIN substances in surface waters: 3 ppb. For the use described inthe PViNs, releases of the substances are not expected o result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {December 4, 2015} https://www.gpo.gov/fdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  {850.1010); and an aigal toxicity test {OCSPP Test Guideiine 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the substances resuiting in surface water |184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12-  |07/pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the |04/pdf/2015-30677.pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4}{i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
P-14-190 |Fatty acid amide acetates {generic). [Claimed CBI December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes lune 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of afish acute 40 CFR 721.10783 79 FR 38302 {Juiy 7, 2014}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
vaiues of the PMN substances in surface waters: 2 ppb. For the use described in the PMNs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {Dece mber 4, 2015) hitps://www.gpo.gov/fdsy
in surface water conce ntrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  {850.1010); and an aigal toxicity test {OCSPP Test Guideiine 850.4500) on P-14- s/pkg/FR-2014-
use of the substance may present an unreasonabie risk. EPA has determined, however, that any use of the substances resuiting in surface water |184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12-  |07/pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4}{i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PVMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be followed.
£-14-191 [Fatly acid amide acetates {generic). |{Claimed CB} December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A Yes June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 (July 7, 2034}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity lo aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic

values of the PMN substances in surface waters: 4 ppb. Forthe use described inthe PMNs, releases of the substances are not expected to result
in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this
information, the PMN substances meet the concern criteria at § 721.170{b){4}{i}).

invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline
850.1010); and an algal toxicity test {OCSPP Test Guideline 850.4500) on P-14-
184, and any one of the remaining PMN substances, would help characterize the
environmentai effects of the PMN substances. Further, EPA determined that the
results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PVMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and

mixtures {OECD Test Guideline 23) be foliowed.

80 FR 75812 {December 4, 2015)

https://www.gpo.gov/fdsys/okg/FR-2015-12-
04/pdf/2015-30677.pdf

https://www.gpo.gov/fdsy
s/okg/FR-2014-07-
07/pdf/2014-15764.pdf
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£-14-192 [Fatly acid amide acetates {generic). |Claimed CB} December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended testing: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 (July 7, 2034}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity lo aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
vaiues of the PMN substances in surface waters: 1 ppb. For the use described in the PMNs, releases of the substances are not expected to result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80 FR 75812 {Dece mber 4, 2015) hitps://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010}; and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
conce ntrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this lenvironmental effects of the PMN substances. Further, EPA determined that the |04/ pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4}{i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PVMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficult substances and
mixtures {OECD Test Guideline 23) be foliowed.
£-14-193 [Fatly acid amide acetates {generic). |Claimed CB} December 17, 2013 N/A N/A N/A N/A December 4, 2015 N/A N/A {adverse N/A June 10, 2015 February 2, 2016 The PMNs state that the substances will be used as flotation additives for use in mineral processing. Based on ecological SAR analysis of test data {Recommended t ng: EPA has determined that the results of a fish acute 40 CFR 72110783 79 FR 38302 (July 7, 2034}
confidential comments received) on analogous amides and aliphatic amines, EPA predicts toxicity lo aquatic organisms may occur at concentrations that exceed the following toxicity test, freshwater and marine {OPPTS Test Guideline 850.1075); an aquatic
values of the PVIN substances in surface waters: 1 ppb. For the use described inthe PViNs, releases of the substances are not expectedto result {invertebrate acute toxicity test, freshwater daphnids {OPPTS Test Guideline 80FR 75812 {Dece mber 4, 2015) https://www.gpo.gov/fdsy
in surface water concentrations that exceed these values. Therefore, EPA has not determined that the proposed manufacturing, processing, or  1850.1010}; and an aigal toxicity test {OCSPP Test Guideline 850.4500) on P-14- s/pkg/FR-2014-07-
use of the substance may present an unreasonable risk. EPA has determined, however, that any use of the substances resuiting in surface water {184, and any one of the remaining PMN substances, would help characterize the |https://www.gpo.gov/fdsys/pkg/FR-2015-12- 07/ pdf/2014-15764.pdf
concentrations exceeding the aforementioned concentrations of concern may result in significant adverse environmental effects. Based on this [environmentai effects of the PMN substances. Further, EPA determined that the [04/pdf/2015-30677. pdf
information, the PMN substances meet the concern criteria at § 721.170{b){4){i}). results of a fish acute toxicity mitigated by humic acid test {OPPTS Test
Guideline 850.1085) on PMN P-14-184 would help characterize the
environmental effects of the PMN substance. EPA aiso recommends that the
guidance document on aquatic toxicity testing of difficut substances and
mixtures {OECD Test Guideline 23) be foliowed.
P-11-549 |2-Butene, 1,1,1,4.4,4-hexafiuoro-, |692-49-9 CB! August 1,2011 N/A N/A December 9, 2014 1226 June 5, 2015 N/A August 4, 2015 N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a heat transfer fluid. Based on test data on the PWVIN substance {Recommended testing: EPA has determined that inhalation monitoring data, 40 CFR 721.10830 76 FR 58498 {September 21,
{22)- as well as structure activity relationship {SAR} analysis of analogous small fiuorinated compounds, EPA identified concerns for cardiac collected according to the EPA draft Inhalation Monitoring Data Collection 2011)
sensitization, developmental toxicity, neurotoxicity, re productive toxicity and oncogenicity from inhalation exposures to the PMN substance. As [Guide!ines {located in the docket under docket ID number EPA-HQ-OPPT-2015- {80 FR 32003 {June 5, 2015)
described in the PMIN, occupational exposures are expected to be minimal due to no domestic manufacture and consumer exposure is not 0220) would help characterize the human health effects of the PMN substance. 'fwww.gpo.gov/Tdsy
expected due to no use of the substance in a cansumer product. Therefare, EPA has not determined that the proposed processing or use of the nttps://www.gpo.gov/fdsys/pka/FR-2015-06- s/okg/FR-2011-09-
substance may present an unreasonable risk. EPA has determined, however, that any domestic manufacture, any use other than as described in 05/pdf/2015-13670. pdf 21/pdf/2011-23973.pdf
the PMN, or any use of the substance ina consumer product may cause serious health effects. Based on this infarmation, the PMN substance
meets the concern criteria at § 721.170{p){3){i) and {b}{3){ii).
P-13-680 [Aluminum phosphate {generic). Claimed 13} Technologies, LLC July 11, 2013 N/A N/A May 19, 2015 677 June 5, 2015 N/A August 4, 2015 N/A N/A [The PMN states that the substance will be used as a flame retardant for industrial plastics. Based on SAR analysis of test data on analogous Recommended testing: EPA has determined that the results of a 90-day 40 CFR 721.10831 79 FR 38288 {July 7, 2014)
confidential. respirable, poorly solubie particuiates, EPA identified conce s for lung effects, blood toxicity, hypersensitivity, developmental neurotoxicity, {inhalation toxicity test {OPPTS Test Guideline 870.3465 or Organisation for
and immunotoxicity from inhalation exposures to the PMN substance. Further, based on ecological SAR analysis of test data on analogous Economic Co-operation and Development (OECD) Test Guideline 413); afish 80 FR 32003 {June 5, 2015) 'fwww.gpo.gov/Tdsy
aluminum salts, EPA predicts toxicity to aguatic organisms may occur at conce ntrations that exceed 87 parts per billion {ppb) of the PMN carly-life stage toxicity test {OPPTS Test Guideline 850.1400); a daphnid chronic s/pkg/FR-2014-07-
substance in surface waters. As described inthe PMN, occupational exposures are expected to be minimal due to use of respiratory protection, Hoxicity test {OPPTS Test Guideline 850.1300); and an algal toxicity test {Office of {https://www.gpo.gov/fdsys/pkg/FR-2015-06- 07/ pdf/2014-15760.pdf
and releases of the substance are not expected to result in surface water concentrations that exceed 87 ppb. Therefore, EPA has not determined [Chemical Safety and Pollution Prevention {OCSPP) Test Guideline 850.4500) 05/ patf/2015-13670. pdf
that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA has determined, however, that any \would heip characterize the human health and environmental effects of the
use of the PMN substance without the use of National Institute of Occupational Safety and Health (NIOSH}-ce rtified respirator with an assigned  {PMN substance. EPA alse recommends that the guidance document on aquatic
protection factor {APF) of at least 10, where inhalation exposures are expected, or any use of the substance resulting in surface water toxicity testing of difficult substance and mixtures {QECD Test Guideline 23) be
concentrations exceeding 87 ppb may cause serious human health eff and significant adverse environmental effects. Based on this consulted to facilitate solubility of the PMN substance in the test media.
information, the PMN substance meets the concern criteria at 40 CFR 721.170{b){3){i1} and {b}{4){ii).
P-13-872 |Alky! triazine {generic). Claimed Lamberti USA August 30, 2013 N/A N/A June 23, 2017 1393 June 5, 2015 N/A August 4, 2015 N/A N/A The PMN states that the substance will be used inthe removal of hydrogen sulfide. Based on test data on the PMN substance, as well as Recommended testing: EPA has determined that the results of afish early-life |40 CFR 721.10832 79 FR 38288 (July 7, 2014}
confide ntial ecological SAR analysis of test data on analogous aliphatic amines, EPA predicts toxicity to aguatic organisms may occur at concentrations that stage toxicity test {OPPTS Test Guideline 850.1400) and a daphnid chronic
exceed 130 ppb of the PMN substance in surface waters. As described inthe PMN, releases of the substance are not expected to result in surface toxicity test {OPPTS Test Guideline 850.1300) would help characterize the 80 FR 32003 {June 5, 2015) https://www.gpo.gov/fdsy
water concentrations that exceed 130 ppb. Therefore, EPA has not determined that the praposed manufacturing, processing, or use of the envirecnmental effects of the PMN substance. 5/pka/FR-2014-07
substance may present an unreasonable risk. EPA has determined, however, that any use of the substance resuiting in surface water nttps://www.gpo.gov/fdsys/pka/FR-2015-06- 07/ pdf/2014-15760.pdf
concentrations exceeding 130 ppb may cause significant adverse environmenta! effects. Based on this information, the PMN substance meets 05/pdf/2015-13670. pdf
the concern criteria at § 721.170{b}{4){i) and {b}{4}{ii).
P-13-930 |Substituted bis 2,6-xylenol Claimed CB} September 2013 | December 10, 2014 443 June 13, 2016 994 177 August 4, 2015 N/A N/A The PMN states that the generic {non-confidential) use of the substance wili be as a reactant in polymerization reactions. Based on SAR analysis {Recommended testing: EPA has determined that the results of certain toxicity {40 CFR 72110833 79 FR 38288 (July 7, 2014}
(generic). confidential of test data on structurally similar substances, EPA identified concerns for liver, kidney and developmental toxicity; blood effects, sensitization, [testing, identified in the TSCA 5{e) consent order would help characterize
and endocrine disruption. Further, based on test data on the PMN substance, EPA predicts toxicity to aguatic organisms at concentrations that possible effects of the substance. The submitter has agreed not to exceed the |80 FR 32003 {June 5, 2015) https://www.gpo.gov/fdsy
exceed 6 ppb of the PMN substance in surface waters. The order was issued under TSCA sections S{e {1){A){i} and 5{e}{1){A}{ii){l}, basedona first confidential volume limit without performing an aromatase {(human s/pkg/FR-2014-07-
finding that the substance may present an unreasonable risk of injury to the environment and human health, and there may be significant {or recombinant) test {OCSPP Test Guideline $90.1200) and a steroidogenesis https://www.gpo.gov/fdsys/okg/FR-2015-06- 07/ pdf/2014-15760.pdf
substantial) human exposure to the substance. {human cell line-H295R] test {OCSPP Test Guideline 890.1550 or OECD Test 05/pdf/2015-13670. pdf
Guideline 456). Further, the Order prohibits the Company from exceeding the
second confidential production velume limit uniess the Company submits the
Tier 2testing described in the Testing section of this Order inaccordance with
the conditions specified in the Testing section.
P-14-20 |Heteropolycyciic diacrylate Claimed Alinex USA Inc October 17,2013 N/A N/A November 10, 2014 389 June 5, 2015 N/A August 4, 2015 N/A N/A The PMN states that the generic {non-confidential) use of the substance will be as a coating resin. Based on test data on the PMN, EPA identified {Recommended testing: EPA has determined that the results of a combined 40 CFR 721.10834 79 FR 38302 {July 7, 2014)
(generic). confidential concerns for dermal and ocular irritation, and systemic toxicity from the dermal, ocuiar, and oral routes. Further, based on ecological SAR repeated dose toxicity with the reproduction/developmental toxicity screening
analysis of test data on analogous acrylates, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 120 ppb of the test (OPPTS Test Guideline 870.3650); a fish eariy-life stage toxicity test {OPPTS |80 FR 32003 {June 5, 2015) https://www.gpo.gov/fdsy
PMN substance in surface waters. As described inthe PMN, occupational exposures are expected to be minimal due to the use of impervious Test Guideline 850.1400); a daphnid chronic toxicity test {OPPTS Test Guideline s/pkg/FR-2014-07-
gloves, goggles, and a NIOSH-certified particulate respirator with an APF of at least 10. Further, releases of the substance are not expected to 850.1300); and an algal toxicity test {OCSPP Test Guideline 850.4500) would help {https://www.gpo.gov/fdsys/pkg/FR-2015-06- 07/ pdf/2014-15764.pdf
resuit in surface water cancentrations that exceed 120 ppb. Therefare, EPA has not determined that the proposed manufacturing, processing, or [characterize the human health and environmental effects of the PMN 05/ patf/2015-13670. pdf
use of the substance may present an unreascnabie risk. EPA has determined, however, that any use of the substance without the use of substance.
impervious gloves and goggles, when there is a potential dermal exposure; any use of the substance without a NIOSH-certified particulate
respirator with an APF of at least 10, where there is a potential for inhalation exposures; or any use of the substance resuiting in surface water
conce ntrations exceeding 120 ppb may cause serious health effects and significant adverse environmental effects. Based on this information,
[the PMN substance meets the concern criteria at § 722.170{b)}{3){i) and {b}{4){ii}.
P-14-66 |1,6-Hexanediamine, N1-{6- 1459738-70-5 Baze Chemical November 6, 2013 N/A N/A N/A N/A June 5, 2015 N/A August 4, 2015 N/A N/A The PMN states that the substance will be used as a water ciarifier intermediate. Based on ecological SAR analysis of test data on analogous Recommended testing: EPA has determined that the results of a mysid acute 40 CFR 721.10835 79 FR 38302 {Juiy 7, 2014}
aminohexyl}-, polymer with 2- Company dithiocarbamates, EPA predicts toxicity to aquatic organisms may occur at concentrations that exceed 1 ppb of the PMN substance in surface toxicity test {OCSPP Test Guide!ine 850.1035); a fish acute toxicity test,
{chloromethyljoxirane, N- waters. As described in the PMN, releases of the substance are not expected to result in surface water concentrations that exceed 1 ppb. freshwater and marine {OPPTS Test Guideline 850.1075); an acute invertebrate |80 FR 32003 {June 5, 2015) https://www.gpo.gov/fdsy
{dithiocarboxy) derivs., sodium Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the substance may present an unreasonable risk. EPA itoxicity test, freshwater daphnids {OPPTS Test Guideline 850.1010); and an alga! s/okg/FR-2014-07-
salts has determined, however, that any use of the substance that results in surface water concentrations exceeding 1 ppb may cause significant toxicity test {OCSPP Test Guideline 850.4500} would help characterize the https://www.gpo.gov/tdsys/okg/FR-2015-06- 07/pdf/2014-15764.pdf
adverse envirenmental effects. Based on this information, the PMN substance meets the concern criteria at § 721.170{b}{4){1}). environmental effects of the PMN substance. 05/ patf/2015-13670. pdf
P-14-209 |Dimethylaminoalky! alkene amide [Claimed CB} December 26, 2013 N/A N/A N/A N/A N/A August 4, 2015 N/A N/A The PMN states that the generic {non-confidential) use of the substance will be as an adjuvant for non-Federal Insecticide, Fungicide, and Recormended testing: EPA has determined that the results of a fish early-life |40 CFR 72110836 79 FR 38302 (July 7, 2034}
{generic). confidential. Rodenticide Act (FIFRA)-reguiated agricultural use products, an additive for pesticide formulations, and an additive for fertilizer formulations.  {stage toxicity test {OPPTS Test Guideline 850.1400) and a da|

Based on test data on the PMN substance, as well as ecological SAR analysis of test data on analogous amides and aliphatic amines, EPA predicts
chronic toxicity to aquatic organisms may occur at concentrations that exceed 4 ppb of the PMN substance in surface waters for greater than 20
days peryear. This 20-day criterion is derived from partial life cycle tests {daphnid chronicand fish early-life stage tests) that typically range
from 21to 28 days in duration. EPA predicts toxicity to aguatic organisms may occur if releases of the PMN substance to surface water exceed
releases from the use described in the PMN. For the uses described inthe PMN, environmental releases did not exceed the concentration of
concern for mare than 20 days per year. Therefore, EPA has not determined that the proposed manufacturing, processing, or use of the
supstance may present an unreasonable risk. EPA has determined, however, that use of the substance other than as described in the PMN may
cause significant adverse envirenmental effects. Based on this information, the PMIN substances meet the concern criteria at § 721.170{b}{4){)
and {b){4){i1).

toxicity test {OPPTS Test Guideline 850.1300) would help characterize the
e nvironmental effects of the PMN substance.

80 FR 32003 {une 5, 2015)

https://www.gpo.gov/fdsys/okg/FR-2015-06-
05/pdf/2015-13670.pdf

zpo.gov/idsy
s/pkg/FR-2014-07-
07/pdf/2014-15764.pdf
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EXECUTIVE SUMMARY

The American Chemistry Council (ACC)' welcomes the opportunity to provide comments on
EPA’s implementation of the New Chemicals Review Program under section 5 of the Toxic
Substances Control Act (TSCA) as amended by the Frank R. Lautenberg Chemical Safety for the
21 Century Act (LCSA).> ACC submits these comments in response to EPA’s notice
announcing the December 5, 2017 public meeting on this subject and an opportunity to
comment, 82 Fed. Reg. 51415 (Nov. 6, 2017).

These comments make the following points:

e The statutory framework for EPA’s review of premanufacture notices (PMNs) for new
chemical substances and its promulgation of significant new use rules (SNURs) was not
fundamentally changed by LCSA. As before enactment, EPA must issue a section 5(e)
order if it finds that a PMN substance “may present an unreasonable risk to health or the
environment.” If it does not make such a finding (or an alternative finding), EPA must
allow the PMN submitter to commence non-exempt commercial manufacture. The
LCSA did make three significant changes to this paradigm. First, risk findings are to be
based solely on risks to health or the environment. Second, if choosing not to regulate a
PMN substance, EPA must make an affirmative finding that the substance is “not likely
to present an unreasonable risk,” whereas before enactment EPA could effectively do so
without explaining its reasoning in an affirmative finding. Third, certain findings must
be made in consideration of the “conditions of use” of the PMN substance. Despite these
changes, EPA continues to have authority to make decisions under section 5 essentially
as it did prior to enactment. In particular, the addition of “conditions of use” has limited
significance in the PMN context.

¢ In many cases, EPA is not meeting its statutory deadlines for completing its review of
PMNs and consideration of SNURs. The delays that PMN submitters experience beyond
those deadlines are contrary to the amended TSCA and to the Congressional priority for
the introduction of new chemical substances into commerce once EPA review and
regulatory action has been completed.

" The American Chemistry Council (ACC) represents the leading companies engaged in the business of
chemistry. ACC members apply the science of chemistry to make innovative products and services that
make people's lives better, healthier and safer. ACC is committed to improved environmental, health and
safety performance through Responsible Care®, common sense advocacy designed to address major
public policy issues, and health and environmental research and product testing. The business of
chemistry is an $812 billion enterprise and a key element of the nation's economy. It is the nation’s
largest exporter, accounting for twelve percent of all U.S. exports. Chemistry companies are among the
largest investors in research and development. Safety and security have always been primary concerns of
ACC members, and they have intensified their efforts, working closely with government agencies to
improve security and to defend against any threat to the nation’s critical infrastructure.

* Public Law 114-182 (June 22, 2016). References to TSCA in these comments are to TSCA as amended
by the LCSA unless otherwise indicated.
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e EPA’sapproach to making “may present” and “not likely to present” findings is not in
accordance with the amended section 5.

e EPA should adopt a number of process improvements in the New Chemicals Review
Process in order to meet its statutory deadlines and to streamline the administrative
process. EPA should also consider improvements to the process for negotiating section
5(e) orders and provide greater transparency regarding its determinations under the New
Chemicals Review Program.

e In deciding whether or not to issue a section 5(e) order, EPA has discretion to consider
the “conditions of use” to be only the use, handling, and exposure conditions indicated in
the PMN and the use, handling, and exposure conditions reasonably foreseeable from
them. EPA should consider the “conditions of use” of subsequent manufacturers and
processors in the context of a SNUR. EPA is not required to make a “may present”
finding based on concerns that do not arise from the PMN, nor is it required to issue a
section 5(e) order to the PMN submitter based solely on concerns arising outside the
context of the PMN. In any case, such a section 5(e) order would be ineffective.
Accordingly, EPA has statutory authority to promulgate “non-order” SNURs. However,
EPA should make some important changes to the non-order SNUR process in order for it
to work efficiently. In particular, EPA should issue its “not likely to present” finding
after its review of the PMN is complete, following up with a SNUR as soon as
practicable.

e EPA’s Draft Points to Consider document and the New Chemicals Decision-Making
Framework are helpful for PMN submitters, in that they provide increased insight into the
internal workings of EPA’s review process. EPA should consider making a number of
revisions and additions to those documents.

e Additionally, EPA should consider making changes to the New Chemicals Review
Program addressing chemical categories, low molecular weight species, worker health
and safety requirements, and provisions relating to releases to water.

DISCUSSION

I. Review of the Legal Requirements for EPA’s Determinations Under Section 5

EPA has revamped the New Chemicals Review Program in light of the LCSA’s changes to
section 5. Some stakeholders have argued that the revamping has not gone far enough, and
others argue that it has gone too far. Both EPA’s revisions to its Program and the stakeholder
objections are driven by the statutory language and its legislative history. Accordingly, these
comments begin with first principles: what section 5 now requires.

A. Overview of the New Section 5

Under section 5 as amended, EPA must make one of four determinations for a PMN substance
within 90 days of submission of the PMN (subject to a possible one-time 90-day extension):
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e The PMN substance “presents” an unreasonable risk.

e There s “insufficient” information for EPA to make a risk determination.

e There is insufficient information and the PMN substance “may present” an unreasonable
risk.

e The PMN substance is “not likely to present” an unreasonable risk.

Risk determinations must take into account risks to potentially exposed or susceptible
subpopulations. The risks evaluated must include only health or environmental risks; in making
risk determinations, EPA must not consider cost or other nonrisk factors. In some cases, EPA
must consider the “conditions of use” in making its risk evaluations.

If EPA makes a “not likely to present” determination, it must publish that determination,
although the PMN submitter may commence non-exempt manufacture without waiting for that
publication. If EPA makes any other determination, it must issue a section 5(e) order or take
action under section 5(f). If it issues a section 5(e) order for a PMN substance, it must consider
whether to promulgate a SNUR for the substance, and that consideration must be completed
within 90 days of issuing the order.

B. The Fundamental Statutory Framework Has Not Changed

The first thing to observe is that the fundamental statutory framework remains in place. The
LCSA amended some aspects of section 5, but it left intact the bulk of what EPA had in place
beforehand based on the original TSCA.

1. Consress Did Not Call for Substantive Changoes to Section S

The legislative history reflects this judgement. During the legislative process, many stakeholders
described EPA’s New Chemicals Review Program as among the biggest successes of TSCA.
The House bill that led to the LCSA, HR. 2576, embraced that idea. As passed by the House of
Representatives in 2015, it had no provision amending section 5.’

The Senate bill, S. 697, did include language amending section 5. However, the Senate Report
on that bill had no criticism of EPA’s New Chemicals Review Program, other than that it
allowed EPA to make decisions not to regulate a PMN substance without explanation:

Despite the completion of many reviews of new chemicals under section 5, concerns have
been raised that it does not require EPA to make an affirmative finding that a new
chemical or significant new use is not likely to present an unreasonable risk. *

The provision adding a requirement for EPA to make affirmative findings for its decisions not to
regulate PMN substances reflected this desire for greater transparency, not any dissatisfaction

*H.R. 2576 (as passed by the House on June 23, 2015 by a vote of 398-1).
*S. Rep. No. 114-67, 114" Cong., 1" Sess. (June 18, 2015) (Senate Report) at 3.
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with the review process itself.

2. EPA’s Implementation of Section 5 Pre-Enactment Meant That No
Substantive Changes Were Needed

EPA’s performance under the New Chemicals Review Program prior to enactment of the LCSA
justified this Congressional commitment to the status quo, except for relatively minor
improvements. Prior to June 22, 2016, EPA received 50,592 new chemical notices, of which
40,151 were for PMNs.>
e Ofthose 40,151 PMNs, only 14,206 resulted in submission of a Notice of
Commencement of Manufacture or Import (NOC), or about 35%. This means that a
combination of EPA actions and commercial decisions by submitters in light of EPA
actions and other considerations kept about 65% of all PMN substances from reaching
the commercial marketplace.
e EPA issued 1,729 section 5(e) orders (for about 12% of all PMNS for which an NOC
was submitted).
e Of those section 5(e) orders, 764 were followed by SNURs (about 44%).
e EPA also promulgated another 793 SNURs without issuing a section 5(e) order, for a
total of 1,557 SNURs, almost all of which were for PMN substances. This means that
about 17% of all PMNs for which an NOC was submitted became the subject of a
SNUR.

These statistics mean that, prior to enactment of the LCSA, EPA’s New Chemicals Review
Program reviewed tens of thousands of PMNs relatively efficiently, handling about 1,000 PMNs
per year. About 68% of the PMNSs resulted in a section 5(e) order, a SNUR, or both, or a
submitter’s decision not to commercialize the substance. Notably, however, EPA was able to
conclude that many PMN substances did not need to be restricted because they did not meet the
“presents” or “may present” standard. EPA itself stated that section 5 as implemented pre-
enactment was very effective at keeping unsafe new chemical substances off the market.®

3. The Changes to Section 5 Were Limited

The LCSA’s changes to section 5 were relatively limited. They mainly relate to the affirmative
finding requirement of section 5(g); the limitation of any risk determination to consideration of
risks to health or the environment; and the limited inclusion of “conditions of use” in the risk
calculus.

> These and other statistics in these comments are from EPA, Statistics for the New Chemicals Review
Program under TSCA, https://www.cpa.gov/reviewing-new-chemicals-under-toxic-substances-control-
acl-tsca/statistics-new-chemicals-review (last updated Jan. 11, 2018).

®See, e.g., EPA, Fiscal Year 2017, Justification of Appropriation (Feb. 2016),

https://www.epa. gov/sites/production/files/2016-02/documents/fv1 7-congressional-justification.pdf, at
517 (consistently high marks on EPA’s own metric, “Percent of new chemicals or organisms introduced
into commerce that do not pose unreasonable risks to workers, consumers, or the environment”).
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a. The “Not Likely to Present” Affirmative Finding

First, section 5(g) now requires EPA to make an affirmative finding when it determines that a
PMN substance is “not likely to present” an unreasonable risk and to publish that finding.
Previously, EPA effectively made just such a finding when it determined that it would not make
a “likely to present” finding in a section 5(e) order. (If a PMN substance is not “likely to
present” an unreasonable risk, then logically it is “not likely to present” such a risk.) Previously,
EPA did not have to explain the basis for its decision; now it does. EPA must “show its work”
on new chemicals. The Senate Report observed:

As with other provisions of S. 697, the section ensures transparency in all EPA decisions
on new chemicals or significant new uses.’

In other words, the Senate Report considered that the requirement in the legislation for an
affirmative finding would enhance transparency; it did not consider that a change in the

substantive standard.

b. Risks to Health and the Environment Onlv

Second, the LCSA emphasized repeatedly that the scope of a risk determination, even under
section 5, is to relate solely to health or environmental risks. Section 5(a)(3)(C) now provides
that EPA may determine:

that the relevant chemical substance or significant new use is not likely to present an
unreasonable risk of injury to health or the environment, without consideration of costs
or other nonrisk factors, including an unreasonable risk to a potentially exposed or
susceptible subpopulation identified as relevant by the Administrator under the
conditions of use, in which case the submitter of the notice may commence manufacture
of the chemical substance or manufacture or processing for a significant new use.

(Emphasis added.) However, since EPA had always focused primarily or exclusively on health
or environmental risks, little change was required. Consideration of costs and other nonrisk
factors had figured largely in the pre-enactment section 6 by its terms. Indeed, costs and nonrisk
factors were decisive in the court decision on the section 6 asbestos ban. In contrast, such
considerations had never been significant under section 5, since PMN chemicals by necessity are
not yet in commercial distribution.® Thus, the result of the legislative change was to codify pre-
enactment EPA practice rather than to change that practice.

7 Senate Report at 14.

® In his Congressional testimony on TSCA legislation, then-Assistant Administrator Jim Jones lamented
the requirement in section 6 to balance costs and benefits. In contrast, he had few, if any, criticisms of
section 5 other than the absence of a need to articulate a “not likely to present” finding.
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c. Conditions of Use

Third, section 5(a)(3)(c) requires that EPA make its “not likely to present” determinations in
light of “the conditions of use.” Section 3(4) defines that term to mean “the circumstances, as
determined by the Administrator, under which a chemical substance is intended, known, or
reasonably foreseen to be manufactured, processed, distributed in commerce, used, or disposed
of.”

Again, EPA had always considered those circumstances in making its PMN risk determinations,
because EPA expected the PMN submitter to provide the information for EPA’s review. The
Senate Report emphasized that “reasonably anticipated” (a clear reference to “reasonably
foreseen”) exposures should be considered “consistent with existing law” and that the PMN
submitter (who has no knowledge of the conditions of use of anyone besides itself and its direct
customers) must submit the information on those exposures:

Consistent with existing law, the PMN submitter must provide EPA all available relevant
information, including information on the intended conditions of use and reasonably
anticipated exposures. The Committee intends that the review of the PMN should be
conducted in that context.’

It is clear from this statement that Congress expected that the current PMN regulations would
govern the information that EPA is to consider in reviewing PMNs. Those regulations require a
PMN submitter to provide exposure-related information both for sites controlled by the submitter
and for sites not controlled by the submitter, including the “categories of use.”’” Yet EPA has
never interpreted those long-standing regulations to require information about uses by other
manufacturers of the PMN substance after it is added to the Inventory. In the LCSA, Congress
considered that “reasonably anticipated exposures” would be those resulting from the activities
described in the PMN. Congress did not require speculation about possible activities of future
manufacturers and processors once the PMN substance was added to the Inventory.

So why did Congress include the term “conditions of use” in the LCSA? 1t did so primarily to
affect EPA’s risk decision making under section 6. There is no indication that it intended for that
term to change EPA’s decision making under section 5. The inclusion of “conditions of use” in
section 5 was for the sake of consistency throughout the statute, rather than for the purpose of
overhauling the scope of PMN reviews.

Under section 6, where many people may use a chemical substance, it may be appropriate to
consider a broad range of reasonably foreseeable activities. The House bill, H.R. 2576, did not
propose to amend section 5, and it used the term “intended conditions of use” only in the
definition of that term and in its amendments to section 6. The Senate Report also focused only
on use of the term in section 6:

? Senate Report at 15.
940 C.F.R. § 720.45(H)-(h).
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“Conditions of Use” is a term used throughout S. 697 to describe the context in which
EPA will apply the safety standard in safety assessments and determinations. The term
means the “intended, known, or reasonably foreseeable circumstances” under which a
chemical substance is manufactured, processed, distributed in commerce, used or
disposed of. The term is not intended to include “intentional misuse” of chemicals."!

The phrase “safety assessments and determinations” corresponds to the phrase “risk evaluations”
in the final legislation. Thus, Congress saw the term as mainly affecting risk evaluations under
section 6. There is no evidence that it gave any consideration to how referring to “conditions
of'use” in section 5 might affect EPA’s review of PMNs. Certainly, Congress expressed no
intention to upend the New Chemicals Review Program by mandating a much more expansive
scope to PMN reviews in light of the use of that term in section 5.

Indeed, Congress appears to have included “conditions of use” in section 5 haphazardly. For
example, in section 5(a)(3}B(ii)(I), the “may present” provision does not include the term, yet
the parallel “may present” provision in section S(e)(1)(A)(i1)(1) does include the term. This
inconsistency suggests that inclusion of “conditions of use” in section 5 was an afterthought for
the purpose of consistency throughout the amended statute and not a considered change intended
to alter the scope of a risk determination for a PMN substance.

Notably, Congress also did not change EPA’s discretion to reach uses beyond those identified by
the PMN submitter. EPA still has ample section 5 authority to apply SNURSs to new uses
identified by manufacturers or processors.

II. EPA’s Implementation of Section 5 Since Enactment Does Not Meet Section 5
Requirements

A. EPA Is Not Meeting Statutory Deadlines

Since June 22, 2016, EPA has made progress clearing the “backlog™ of pending PMNs."® The
agency is not, however, consistently meeting the 90-day requirement established by three
separate subsections in section 5. These delays underscore industry’s continuing concerns that
the section 5 program remains too slow — and is not predictable. It is clear that Congress

' Senate Report at 7.

" See also Cong. Rec. $3519 (June 7, 2016) (remarks of Sen. Vitter responding to a question on how
“conditions of use” should be applied by EPA 1n risk evaluations under section 6).

" EPA’s statistics suggest that since a “low” during August/September of 2017, the backlog has actually
been creeping up again, with 453 pending cases as of January 9, 2017. As noted later in these comments,
EPA is typically only able to meet the 90-day deadline through liberal use of “voluntary” suspensions.
EPA also routinely “suspends” action on Low Volume Exemption (LVE) submissions. As we
recommend in these comments, EPA should develop new, clearer metrics for performance under the New
Chemicals Program. For example, the endpoint used to judge clearing the “backlog” created after LCSA
enactment was the decision to issue a consent order — a point in time that exceeded the statutory review
period. Even after the decision to issue a consent order, the PMN submitter s typically many months
away from a final consent order and an ability to submit a NOC.
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intended to preserve the function of the New Chemicals Program with added transparency; it did
not intend to add complexity, uncertainty, and delays.

Our concerns with widespread delays in reaching decisions extend to EPA’s consideration of a
non-order SNUR where the PMN review period would remain open until the SNUR is published.
Historically, EPA has not begun work on a SNUR until after finalizing the section 5(e) order for
the PMN substance. The use of a non-order SNUR would likely substantially delay a PMN
submitter’s ability to commence manufacture of its PMN substance (unless EPA adopts our
recommendations, set out separately, to accelerate publication of the SNUR).

An analysis of the data from the SNUR and PMN tables' is illustrative of the problem:

Section 5(f)(4) requires EPA to consider whether or not to issue a SNUR for substances that may
present, or present, an unreasonable risk, within 90 days following the 5(e) or (f) order. There is
no statutory requirement that a SNUR of any kind (including a “non-order SNUR”) be issued
contemporaneous to the order or “not likely” statement.

e Prior to LCSA Enactment: In the 12 months prior to June 22, 2016, EPA issued direct
final SNURs an average of 395 days after the effective date of the 5(e) order [range was
177 to 1060 days].

e Post LCSA Enactment: EPA averaged 364 days to issue a SNUR after the effective date
of'a 5(e) order [range was 12 to 734 days].

e PMN Submitted after Enactment: Even for PMNs submitted after enactment, EPA took
an average 255.5 days to issue a SNUR [range was 226 to 271 days]. In the last 90 days
before the December public meeting alone, the average was 322 days.

e Even in the last 90 days before the December public meeting, EPA has issued direct final
SNURs for PMN substances that are subject to a section 5(e) order an average of 322.5
days after the effective date of the section 5(¢) order [range during that period was 160
days to 734 days].

Section S(e)(1)(A) as amended directs EPA to issue section 5(e) orders that take effect at the
end of the 90-day review period for PMNs (subject to certain exceptions, which are rarely
applicable).

e Prior to Enactment: In the 12 months prior to June 22, 2016, EPA issued section 5(e)
orders with effective dates that average 694 days after the date EPA received the PMN
[range was 91days to 1561 days].

e Post Enactment: Since June 22, 2016, EPA has issued section 5(e} orders with effective
dates that average 406 days after the date EPA received the PMN for the chemical
substance [range was 98 days to 1545 days].

" Note that these figures address only chemicals substances that are subject to a proposed or final SNUR;
they do not capture all chemical substances that are subject to a section 5(e) order. We have appended
three Excel spreadsheets to these comments providing the data from which the analysis was drawn.
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¢ PMNs Submitted after Enactment: Even for PMNs submitted after enactment, it is an

average of 208 days following submission of a PMN to the effective dates of section 5(e)
orders [range was 98 days to 258 days].

The average number of days to a consent order does not convey a complete picture, however.
Out of 250 total entries for 5(e) consent orders, 158 have no information regarding the timing of
the consent order. On the basis of the remaining 92 entries that included consent orders,
however, the data show that the vast majority of those orders were issued well beyond 180 days

after submission of the PMN:

Number of Davs to 5(e) Absolute Numbers Percentage
Order from Submission of
PMN
90 days or less 0/92 0%
>90 days but <180 days 19/92 21%
Total 180 days or less 19/92 21%
>180 days 73/92 79%

Section 5(g) clearly contemplates that EPA will make its “not likely to present an unreasonable
risk” determinations in less than 90 days after submission of the PMN. It provides that once
EPA makes a “not likely to present” determination, then the PMN submitter may commence
manufacture “notwithstanding any remaining portion of the [usually 90-day] review period.” In
practice, however, EPA has typically taken longer than 90 days to make a “not likely to present”
determination, even though such determinations presumably are made for PMN substances

presenting little risk.

e Post Enactment: During the first 17 months since enactment of the LCSA, EPA

announced 63 “not likely to present” determinations.

e The “not likely to present” determinations took an average of 115.5 days from the date
EPA began review of the PMN until the date EPA made the determination (this includes
PMNs that were submitted prior to enactment)[range was 35 days to 404 days].

e PMNs Submitted after Enactment: For PMNs that were submitted after enactment, the

“not likely to present” determinations took an average of 116.5 days from the date EPA
received the PMN until the date EPA made the determination [range was 31 days to 371
days].

EPA has only announced 16 “not likely to present” determinations for PMN substances
that were submitted after January 1, 2017. These determinations took an average of 83.5
days from the date EPA received the PMN until the date EPA made the determination
[range was 31 days to 168 days].

This category of delays create concern that EPA is simply taking too much time to make
“not likely to present” determinations. EPA should be able to make such determinations
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in many cases after the Focus Meeting (approximately 20 days after submission and
receipt of the PMN), at which time EPA typically decides whether or not to initiate
standard review for the PMN substance.

As above, information on the average amount of time to a determination does not convey the
complete picture. Of 63 total entries, information was not available on 4, so the percentages
reflected below are calculated on the basis of 59 entries.

Di?:::;:ég?;iﬁ?ﬂ:;;j;;}[}& Absolute Numbers Percentage
90 days or less 32/59 54%
>90 days but <180 days 16/59 27%

Total 180 days or less 48/59 81%
>180 days 11/59 19%

As these statistics indicate, EPA clearly has difficulty meeting the statutory review deadline.
There are of course a number of reasons for this: information not provided by submitters, the
“ping-pong” in communications between EPA and submitters, EPA’s frequent requests for
extensions or suspensions (where there is no alternative for the submitter except to withdraw the
PMN), and delays caused by re-assessments upon the receipt of new information or re-runs of
engineering reports, among others. None of this is what Congress had in mind when it amended
TSCA. Had Congress intended to extend the review period, it could have; but instead it further
reinforced EPA’s obligation to meet the review period by requiring the agency to refund fees if
the timeline is not met.

As these comments note, Congress’ key concern with Section 5 was improved transparency.
EPA’s performance in the months following statutory amendment point to a significant need for
better metrics in the section 5 program. We suggest the agency do the following:

e Segregate and track PMNs separately from Microbial Commercial Activity Notices
(MCANs) and SNUNs. While the “total cases” figures offered by EPA are helpful, it
would be considerably more helpful to have each type of submission separately
represented.

e Make public the number of extensions for specific PMN submissions, and the general
reason for the extension request. Tracking this metric will provide a better view of
whether EPA is making progress to eliminate unnecessary delays in the system.

e Ensure that the effective date of a section 5(e) order is made public for all relevant
PMNs. Some information is simply not currently available and therefore the entire
universe of section 5(e) orders during the relevant time periods could not be assessed.

e Likewise, track the initial publication date and effective (final) date of any SNURs.
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e EPA should also consider issuing performance goals for sections 5(f)(4), section 5(e) and
5(g) actions. Those goals would provide a useful way of benchmarking EPA’s effort to
meet the 90 (or 180) day deadlines, as established by Congress.

The analysis of PMN decision making and enhanced EPA transparency are clearly needed in
order to address the misperceptions of some stakeholders, particularly those who have never
invested substantial resources in developing new chemicals or who have never filed a PMN.
ACC believes it is incumbent on EPA to publicly address the erroneous or misleading statements
of some stakeholders. Some of those statements greatly exaggerate the implications of EPA’s
PMN review process. Others ignore both the law and practice of new chemical reviews.

For example, EPA has given no indication that it intends to forgo consent orders entirely, and
especially not in cases where they have concerns or insufficient information about the PMN
submitter’s intended use. The “non-order SNUR” is essentially the same as a “non-5(e) SNUR,”
which was used when EPA had no reason to regulate a PMN submitter’s intended use but wanted
to protect against reasonably foreseen uses by other companies.

Some contend that consent orders must be “posted visibly within any workplace where activities
subject to the consent order are taking place,” in contrast to the conditions ot a SNUR. ACC 1s
not aware of any requirement that a consent order “be posted visibly within any workplace” —
some consent orders may require a copy of the order to be kept at manufacture or processing
sites, but there are no additional posting requirements. More to the point, SNURSs are no less
enforceable than consent orders. Each SNUR has specific recordkeeping requirements that
ensure that companies must demonstrate that they have not engaged in a “new use.” For both
consent orders and SNURs, the only way EPA can “know” that a company is abiding by the
conditions is to actually inspect them. EPA can identify manufacturers and importers of SNUR
substances through CDR reporting, and can target them for inspections accordingly.

Other commenters have noted that testing requirements cannot be imposed through a SNUR,
ignoring that SNURs commonly contained recommended tests that SNUN submitters are
expected to submit in the cases where they would like to engage in a “new use.”" If they fail to
do so, EPA can compel the testing during the SNUN review process. EPA can therefore require
testing through careful definition of “new uses.”

The point is that EPA must not only be transparent with its decisions under section 5, it must

take steps to address misconceptions and errors suggested by others that implicate the integrity of
the program. One of the clear objectives of the LCSA was to enhance public confidence in
decisions on chemicals; that confidence can only be built on a transparent activity and the
Agency’s willingness to defend its actions.

" See, e.g., Significant New Use Rules for Certain Chemicals, 82 Fed. Reg. 44079 (Sept. 21, 2017)(for
certain PMNs submitted before June 22, 2016). Since then, it appears that three SNURs have been issued
for PMNs received after June 22, 2016 that contain testing recommendations (cases P-16-455; P-16-503;
and P-16-591).
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B. EPA’s “Mav Present” Decision Making Does Not Meet Section 5 Criteria

Before the Lautenberg amendments to TSCA, to support a Section 5(e) order in the face of
insufficient information to support a reasoned evaluation, EPA needed to determine that the
substance “may present” a substantial risk of injury to health or the environment (or that there
will or may be substantial human or environmental exposure to the substance). Congress did not
change the decision criteria; it added requirements for transparency, and in particular,
documentation of the rationale that formerly would have accompanied “dropped” PMNs — PMNs
now achieving “not likely to present” determinations. Accordingly, implementation of the
amended statute should show roughly the same number of PMNs with Section 5(e) consent
orders now associated with “may present” determinations, and roughly the same ratio of
formerly “dropped” PMNs now associated with “not likely to present” determinations.

The data, however, does not bear this out. As discussed above at .B.2, EPA issued 1,729 section
5(e) orders pre-amendment, or about 12% of all PMNs for which a NOC was submitted. Post
amendment (as of January 9, 2018), EPA notes 302 cases associated Section 5(¢) orders; 154
cases withdrawn, and 116 cases of “not likely to present” with only 419 NOCs received. At this
phase of implementation, EPA’s ratio of “may present” determinations has radically shifted with
no underlying change in the substantive elements of risk-based review and no change in the
statutory meaning of “may present.” It is not reasonable to expect that all or most “insufficient
information” cases that previously would have been dropped are suddenly now determined to be
“may present” cases — in fact, it may be the case that the “withdrawn cases” category represents
the majority of insufficient information cases.

1. EPA Should Adopt Process Improvements to the New Chemicals Review Program

EPA has already taken steps to improve the PMN review process and provide additional
guidance to aid PMN submitters. This section provides specific recommendations for EPA to
streamline the PMN review process, improve the order negotiation process, and increase
transparency in the New Chemicals Review Program.

A. EPA Should Take Steps to Maximize the Effectiveness of Pre-Notice
Consultations

EPA should maximize the usefulness of Pre-Notice Consultation meetings. The November 6,
2017 draft Points to Consider When Preparing TSCA New Chemical Notifications document
provides some useful guidance to help PMN submitters prepare for a Pre-Notice Consultation.
However, EPA should provide additional guidance regarding the Pre-Notice Consultation
process to ensure that PMN submitters send useful information to EPA prior to the consultation,
and come prepared to ask the right questions.

That process presents an opportunity for the PMN submitter and EPA to have an open discussion
prior to submission of a PMN. According to the draft Points to Consider, EPA will provide a

summary of the Pre-Notice Consultation meeting from the PMN submitter that includes a set of
minutes, any commitments made by EPA or the submitter and any conclusions reached at the
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meeting.'® EPA should also agree to offer the PMN submitter specific recommendations after
the consultation, such as what additional information the PMN submitter should consider
including in its PMN.

EPA has appropriately indicated that it will not make any determinations at a Pre-Notice
Consultation meeting regarding whether there may or may not be potentials risks to human
health or the environment.!” EPA could, however, still provide useful feedback to the PMN
submitter regarding potential issues based on analogues to the chemical substance, if available,
or information relevant to the broader chemical class in which the substance falls into.

EPA could also consider and provide feedback regarding the level of information available on
the chemical substance. This would allow the PMN submitter to consider whether to develop
additional data or attempt to identify other information to fill in any perceived data gaps prior to
submitting a PMN.

Finally, EPA could also provide feedback regarding the proposed and reasonably foreseeable
conditions of use. EPA could recommend that the PMN submitter offer additional details

regarding its proposed uses.

B. EPA Should Streamline the PMN Review Process

EPA should adopt changes to the PMN review process to increase its efficiency and improve
communication between EPA staff and PMN submitters throughout the process.

1. EPA Should Conduct Its Initial Reviews in Parallel

Rather than conducting initial reviews in a serial manner, EPA should conduct parallel reviews
to expedite the process. EPA is already conducting some of its initial reviews in parallel, but
should continue to look for opportunities for process improvements. For example, EPA should
undertake the initial chemistry review, TSCA Inventory status review, human and ecological
hazard identification, and evaluation of the conditions of use in parallel after a PMN has been
submitted.

EPA should also consider developing exposure and release profiles while conducting these initial
reviews, instead of waiting for the results of the Structure Activity Team meeting,.

The process could also be improved by holding the Chemical Review & Search Strategy (CRSS)
and Structure Activity Team meetings in tandem, instead of conducting these meetings in a
series. In addition to these suggestions, EPA should look for additional opportunities to revamp
the PMN review process.

' Draft Points to Consider When Preparing TSCA New Chemical Notifications Nov. 6, 2017), at 9.
17
Id. at 8.
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2. EPA Should Provide the Results of Its Initial Evaluations to the PMN
Submitter

EPA should provide the results of its initial evaluations to the PMN submitter after the Focus
Meeting to ensure the PMN submitter understands any potential concerns early in the process.

By default, EPA should provide the following information to the PMN submitter, even if in draft
form:

The conditions of use being evaluated by EPA

SAT Report

Engineering report

Exposure assessment

A summary of EPA’s preliminary assessment of the human health and/or environmental
risks

EPA relies on these evaluations as a basis for its decision making. Disclosing them would help
the PMN submitter understand any particular areas of focus and potential concerns so that it may
more quickly address those concerns.

3. EPA Should Consult with the PMN Submitter After the Focus
Meeting

Another practical option available to EPA is to discuss its initial concerns with the PMN
submitter immediately after the Focus Meeting, which is usually held 15 to 20 days after the
submission of a PMN.

In the discussion, EPA should explain its preliminary conclusions from the Focus Meeting to the
PMN submitter. This could include a review of EPA’s initial evaluations, such as of the SAT
Report, engineering report, exposure assessment, etc., and any potential concerns. This may
allow the PMN submitter to respond to questions underlying those initial concerns; to correct
misimpressions; and to offer information or changes to exposure controls which may effectively
resolve those initial concerns. This discussion may address EPA’s concerns and identify paths to
avoid the need for a section 5(e) order.

The discussion could identify information that would help EPA resolve its concems. For
example, the PMN submitter may not have recognized that EPA may regard “disposal” of wastes
to include disposal in a municipal waste landfill, whereas the PMN submitter had planned to
dispose of the PMN substance as hazardous waste. Alternatively, the PMN submitter could offer
to amend its proposed waste treatment process in the PMN to address EPA’s concerns.

This is particularly useful where EPA may be considering a section 5(e) order based on
“insufficient information.” While PMN submitters are required to submit all available health and
safety studies, a concern about hydrolysis, for example, may trigger a more detailed search that
uncovers an existing hydrolysis study (e.g., as submitted to a foreign regulatory body).
Alternatively, the PMN submitter may decide to conduct a hydrolysis study.
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The PMN submitter may be able to refer EPA to previous evaluations of the PMN substance by
EPA’s foreign counterparts, e.g., in China or in the European Union under REACH."™ Although
those evaluations would not be binding on EPA, they may prove useful and inform EPA’s
evaluation.

4, EPA Should Take Steps to Eliminate the “Ping-Pong” That Occurs
During the Standard Review Process

In addition to meeting with the PMN submitter after Standard Review, EPA should provide as
complete a set of questions and additional information needs to the PMN submitter as soon as
possible upon initiating Standard Review. This would allow the PMN submitter to provide
additional information to EPA earlier in the process and help avoid the “ping-pong” — the back-
and-forth between EPA and submitters — that often occurs with the introduction of new
information during Standard Review.

One aspect of the Review Process may in fact encourage the “ping-pong.” Based on current
practice, it is apparent that different elements of the EPA process may not have access to key
details of the review, such as the details of a pollution prevention assessment. Ensuring that all
PMN information is available to all EPA reviewers would also help minimize the opportunities
for “ping-pong-ing” between EPA and submitters.

The current PMN Review Process has been burdened by significant delays as a result of multiple
requests for information from EPA during Standard Review, and the submission of additional
information on a piecemeal basis by PMN submitters. Under the current process, PMN
submitters may continue to answer series of questions and submit multiple rounds of follow-up
information in response to periodic requests from EPA. The introduction of new information can
alter EPA’s conclusions, requiring it to reexamine the hazards of the chemical substance, rerun
engineering reports or exposure assessments, or reevaluate the human health and environmental
risk assessments.

This back-and-forth even occurs during the negotiation of a section 5(e) order. A PMN
submitter may not be aware of a particular concern until it arises in the context of a proposed
order. Upon learning of a concern, the submitter may be compelled to provide additional
information to address a concern raised in the order. This can result in a reexamination of the
underlying risk assessment and further delay in finalizing the order. Understanding those
concerns earlier in the process before a section 5(e) order is even contemplated would reduce the
changes of this scenario. It could even obviate the need for a section 5(e) order in the first place
if the submitter amends its PMN to respond to such concerns.

Clearly, both EPA and the PMN submitter are responsible, in part, for the back-and-forth that
occurs during the Standard Review process. But EPA can take steps to reduce, and in some

'® ACC believes that EPA should routinely evaluate Robust Study Summaries (RSS) available under
Europe’s REACH program. Although RSS may not be sufficient as a basis for a final determination on a
substance, they are likely to indicate the availability of information relevant to decisions under TSCA.
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cases even eliminate it . Therefore, EPA should prepare as complete a set of questions and
additional information needs for the PMN submitter immediately upon initiating Standard
Review.

C. EPA Should Improve the Section 5 Order Negotiation Process

The increase in section 5(e) orders has also contributed to avoidable delays in the PMN review
process. The time needed to develop, negotiate, and issue a section 5(e) order can push back the
completion of the PMN review period by months. EPA should consider building a formal
process to begin discussing the proposed terms of an order with the PMN submitter before it is
finalized.

After EPA determines that a section 5(e) order is necessary, it initiates an extensive internal
process. The order provisions are developed, undergo legal review, and are finalized by EPA
with little or no discussion with the PMN submitter. The order is then signed by an EPA official
and issued to the PMN submitter. This is usually the first time the PMN submitter has seen the
terms of the order or had the opportunity to review them. Unless the PMN submitter accepts the
terms of the order outright, it must submit a request to modify the terms. Depending on the
request, EPA may require that the PMN submitter provide additional information to support its
request (which can lead to the recycling discussed in the previous section). Any request to
modify a substantive provision of an order triggers another round of internal review within EPA
to approve such request. This again results in further delays.

EPA should communicate with the PMN submitter upon determining that an order is necessary,
and share the nature of EPA’s concerns and any potential requirements being considered for
inclusion in an order. Communicating these concerns and any potential requirements early in the
process would allow the PMN submitter to evaluate the requirements and begin discussions with
EPA sooner.

This 1s especially important if EPA intends to include a provision in the order that would bind
downstream manufacturers or processors of the PMN substance to certain requirements. A PMN
submitter may not be able to negotiate the terms of an order without considering the potential
impacts of the order on its downstream supply chain, and consulting with its customers.

D. EPA Should Increase Transparency in the New Chemicals Review Program

Greater transparency by EPA in the PMN review process is critical to ensure that current and
future PMN submitters and other stakeholders understand EPA’s decision making under TSCA,
as intended by Congress.

The new affirmative determination and public notice requirements serve as a mechanism for
transparency about the decisions that EPA makes regarding new chemical substances.
Additional transparency will give stakeholders other than the PMN submitter insight into EPA’s
actions and the reasons for those actions. Stakeholders who question those actions will have
several opportunities to raise objections, including through comments on a proposed SNUR for
the PMN substance; requesting EPA to identify the PMN substance as a high-priority substance
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under section 6; and filing a section 21 petition or a petition under the Administrative Procedure
Act asking EPA to undertake specified activities.

Pre-enactment, whenever EPA decided not to regulate a PMN substance, it offered no
explanation for its decision — it simply took no action. In contrast, where EPA did issue a section
5(e) order, it provided an explanation of its decision in the order itself, with the order being
available to the PMN submitter and to the public through FOIA, subject to section 14 protections
on confidential business information.

Section 5(a)(3)(C) mandates that EPA make an affirmative determination about each PMN found
to be “not likely to present an unreasonable risk.” Under new section 5(g), EPA must publish in
the Federal Register a summary of each determination that a PMN substance 1s “not likely to
present an unreasonable risk,” thus providing greater transparency regarding those
determinations. The purpose of transparency is to allow the public to understand and, at times,
question EPA’s decisions.

Another benefit of greater transparency is increasing the understanding of EPA’s new chemicals
review program. If more detailed information is released explaining EPA’s unreasonable risk
determinations for PMNs, future PMN submitters will be able to better understand the decision
making process and better anticipate and respond to potential concerns.

E. EPA Should Expand the Sustainable Futures Prosram

The Sustainable Futures Program, https://www.epa.gov/sustainable-futures, has continued to
serve as a valuable program for PMN submitters and EPA. EPA should continue to support
Sustainable Futures and expand its use of the Program moving forward as another option to
streamline the PMN review process for companies that choose to operate under the Sustainable
Futures Program.

To date, Sustainable Futures has served as a valuable resource for PMN submitters that are
involved in the program and EPA by:

e Helping manufacturers to incorporate pollution prevention principles in the development
of new chemical substances using established hazard, exposure, and risk screening
methodologies, and avoid the commercialization of chemicals with less preferable human
health or environmental profiles.

e Encouraging manufacturers to consider testing, where appropriate, to develop data that
will inform the PMN review process and overcome default assumptions.

e Helping PMN submitters consider what potential exposure controls or limits on releases
might be appropriate for a new chemical based on its risk profile.

e Providing further guidance and insight into the PMN review process for PMN submitters,
and helping PMN submitters prepare complete and accurate PMN submissions.

e Providing useful information to EPA in the initial PMN submission that informs the
PMN review and evaluation of PMN substances.

e Expediting the review timeline for PMNs submitted as Sustainable Futures submissions.
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EPA should continue to support the Sustainable Futures Program so that both PMN submitters
and the Agency may continue to reap these benefits.

EPA should also reaffirm its commitment to accepting and considering data from PMN
submitters generated through the Sustainable Futures framework. In some instances, EPA has
afforded little weight to information provided by PMN submitters that was generated through
Sustainable Futures. This undermines confidence in the Sustainable Futures Program and
defeats one of its primary purposes — to develop better information to inform the PMN review
process. PMN submitters will have less incentive to use the Sustainable Futures Program and
generate information if the information they provide from that Program is ignored by EPA.

The option of using the Sustainable Futures Program to expedite the PMN review process is now
more important than ever, given that EPA is still struggling to meet its statutory deadlines. The
Sustainable Futures Program is another resource that EPA can promote to PMN submitters to
accelerate its review of a PMN and avoid many of the delays in the process. It is unclear
whether the Sustainable Futures program has actually been used since enactment of the LCSA; it
would be unfortunate if this were the case.

EPA should expand and further promote the Sustainable Futures Program. In that regard it
should continue to provide incentives for PMN submitters to utilize that Program.

IVv. EPA Mav Issue Non-Order SNURs But Should Improve the Process for Doing So

EPA has indicated that it plans to issue a “non-order SNUR” where the activities described in a
PMN allow it to make a “not likely to present” finding with respect to those activities but it has
concerns about possible activities of future manufacturers and processors after the PMN
substance is added to the Inventory. This situation would arise where EPA finds that the PMN
substance has or may have health or environmental hazards. That would raise the question of
whether exposure controls will be sufficient for EPA to make a “not likely to present” risk
finding (risk being a function of hazard and exposure), or instead may be insufficient such that it
must make a “likely to present” risk finding and issue a section 5(e) order. Where the exposure
controls in the PMN, or an amended PMN, appear to be sufficient, EPA plans to make a “not
likely to present” finding and to promulgate a SNUR to ensure that the exposure controls used
by future manufacturers and processors are also sufficient.

Contrary to the assertion of some stakeholders, EPA has not suggested that non-order SNURs
replace section 5(e) consent orders. Indeed, there appears to be significant confusion among
some commenters about non-order SNURSs, although they are the logical replacement for non-
section 5(e) SNURSs following the enactment of LCSA. Stakeholders have raised several other
objections to this approach:

1. EPA’sperceived need for a SNUR somehow implies that the PMN substance “may
present” an unreasonable risk, thus precluding a “not likely to present” finding.

2. EPA must make a “may present” determination for the PMN substance because the
exposure controls described in the PMN are “voluntary” and must be made enforceable
through a section 5(e) order.
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3. A SNUR is not an effective means of enforcing use of exposure controls.
4. Possible actions of future manufacturers and processors of the PMN substance preclude
EPA from making a “not likely to present” finding.

As discussed below, these objections do not hold up to scrutiny, either with respect to the
activities of the PMN submitter or with respect to possible activities of future manufacturers and
Processors.

Although EPA has authority to issue non-order SNURs, it should revise the planned process for
doing so by making the “not likely to present” finding first and then promulgating the SNUR. It
should not delay issuing the “not likely” finding until the SNUR becomes effective. EPA should
begin work on the SNUR during the PMN review period and promulgate it within a few months
after the review period ends.

A. EPA Has Promuloated SNURs Without Issuing Section 5(e) Orders for
Decades

EPA should assess arguments against a non-order SNUR in light of its decades of experience
with promulgating SNURs without first issuing a section 5(e) order.

EPA has a regulation authorizing it to promulgate SNURs without first issuing section 5(e)
orders, 40 C.F.R. § 721.170. EPA adopted this expedited process for promulgating non-section
5(e) SNURs because “a non-section 5(e} SNUR may be the least burdensome regulatory
alternative for the Agency to pursue.” In doing so, it advanced the policy of section 2(b)(3), that:

authority over chemical substances and mixtures should be exercised in such a manner as
not to impede unduly or create unnecessary economic barriers to technological
innovation while fulfilling the primary purpose of this Act to assure that such innovation
and commerce in such chemical substances and mixtures do not present an unreasonable
risk of injury to health or the environment.

As explained in the 1995 preamble adopting that regulation:

A non-section 5(¢) SNUR is typically appropriate for PMNs on chemical substances
expected to be toxic but where the PMN indicates the submitter’s intention to limit
activities, implement control measures, or otherwise adequately mitigate human
exposures and environmental releases. Activities described in such PMNs may not
present an unreasonable risk of injury to human health or the environment so as to
warrant the issuance of an Order under section 5(e) of TSCA, but deviations from the
described activities may present an unreasonable risk warranting the imposition of
regulatory controls via a section 5(e) Order. In those cases, a non-section 5(e) SNUR
may be the least burdensome regulatory alternative for the Agency to pursue, as it
will allow the PMN submitter to proceed with planned activities while requiring
notification to, and review by, EPA for activities which have not been reviewed. "’

¥ 60 Fed. Reg. 16311, 16313 (Mar. 29, 1995) (emphasis added).
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EPA concluded that the use of non-section 5(e) SNURs would “eliminate unnecessary section
5(e) Orders” then being issued to PMN submitters:

Thus, this rule amendment is intended to eliminate unnecessary section 5(e) Orders and
should not itself increase the number of new chemical substances regulated by EPA via
SNURs under section S of TSCA. Rather, substances that would formerly have been
regulated by 5(e)-SNURs may now be regulated by non-section 5(¢) SNURs. >

Unnecessary section 5(e) orders hurt all parties. EPA is burdened with the additional work of
drafting, negotiating, and adopting those unnecessary orders. PMN submitters are burdened by
the delay of waiting for EPA to draft the orders, negotiating them with EPA, and then waiting for
EPA to issue the orders. The public and the environment are burdened from the same delay, as
innovative technology and greener chemicals are kept from the market for sometimes extended
periods.

As noted above, in the period prior to enactment of the LCSA, EPA promulgated 793 SNURs
without first issuing a section 5(e) order. That number represents over half of all SNURs
promulgated during that time. In each of those cases, EPA found that the exposure controls
described in the PMN were sufficient to permit it not to make a “may present” determination.

That logic and experience apply today as well, despite the amendments to TSCA, as discussed
below.

B. A SNUR Does Not Imply That a Chemical Substance “May Present” an
Unreasonable Risk

The logic of some stakeholders appears to be that the need for a SNUR precludes a “not likely to
present” finding and mandates a “may present” determination. That logic misconstrues what a
SNUR is.

Section 721.170(a) explains the idea behind promulgating a SNUR without first issuing a section
5(e) order:

EPA may issue significant new use notification and recordkeeping requirements for any
new chemical substance for which a premanufacture notice has been submitted under
part 720 of this chapter if EPA determines that activities other than those described i the
premanufacture notice may result in significant changes in human exposure or
environmental release levels and/or that concern exists about the substance’s health or
environmental etfects.

In the non-order SNUR context, EPA is prepared to make a “not likely to present” finding with
respect to activities described in the PMN. A SNUR would apply to the PMN submitter, but,
more significantly, it would also apply to future manufacturers and processors whose possible

60 Fed. Reg. at 16313.

-20 -

ED_005294A_00000009-00024



activities “may result in significant changes in human exposure or environmental release levels”
from those described in the PMN.

The criteria for promulgating a SNUR do not include the likelihood of an unreasonable risk.
Section 5(a)(2) requires EPA to consider “all relevant factors” before deciding to adopt a SNUR,
but the likelihood of an unreasonable risk is not one of them. Instead, to promulgate a SNUR,
EPA must simply consider the relevant factors and find that a use is both “new” (i.e., not
ongoing) and “significant.” The legislative history sets a low standard for what EPA may regard
as “significant”:

Thus, the conferees intend that any potential threats to health or the environment from
the manufacture, processing, distribution in commerce, or disposal of a substance
associated with a new use be considered by the Administrator when determining the
significance of a new use.”’

The standard, then, is one of “potential threats to health or the environment” — this is a far cry
from a determination about unreasonable risk. That makes sense, since the function of a SNUR
1s to require a manufacturer or processor to submit a significant new use notice (SNUN) —
effectively, a PMN — before commencing a significant new use so that EPA may determine
whether the significant new use “may present” an unreasonable risk or meet the other criteria for
restriction under section 5(e) or section 5(f). EPA must make exactly the same determinations
under section 5(a)(3) following review of a SNUN as it must make following review of a PMN
The SNUR itself acts as a regulatory mechanism to enable EPA to receive and review a SNUN,
not a judgment by EPA that a chemical substance “may present” an unreasonable risk.

Significantly, the legislative history contemplated that EPA would promulgate SNURSs on the
basis of activities not described in a PMN:

Thus, a significant increase in the projected volume of manufacture or processing for a
substance, a significant change in the type or form of human or environmental exposure,
or a significant increase in the magnitude or duration of human or environmental
exposure could be the basis for determining that a use is a significant new use.*

The emphasis here is on increased or different exposure to a chemical substance. In the context
of'a PMN substance being considered for a SNUR (by far the most common context for
SNURs), this means that Congress intended a SNUR to address, in the words of 40 C.F.R.

§ 721.170(a), “activities other than those described in the premanufacture notice [that] may
result in significant changes in human exposure or environmental release levels” from those
resulting from the activities described in the PMIN.

In other words, Congress expected that many SNURSs would be based not on activities identified
in the PMN and those reasonably foreseeable from them, but rather on activities not identified in

TH. R Rep. No. 94-1679 (Sept. 23, 1976) at 66, reprinted in Legislative History of the Toxic Substances
Control Act (1976) at 679.
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the PMN — Le., those of other manufacturers and processors after the PMN substance is added to
the Inventory. Yet Congress did not make issuance of a section 5(¢} order or action under
section 5(f) a prerequisite for a SNUR. Accordingly, EPA remains free to find that the activities
of'a PMN submitter are “not likely to present” an unreasonable risk.

C. The Exposure Controls in a PMIN or Amended PMN Are Not “Voluntary”

Some stakeholders have objected that EPA cannot issue a “not likely to present” finding in the
context of a non-order SNUR because the exposure controls in the PMN are unenforceable
without a section 5(e) order. They particularly decry EPA allowing a PMN submitter to amend
its PMN to include additional exposure controls, with EPA then making “not likely to present”
finding based on the amended PMN. These stakeholders argue that the exposure controls
described in a PMN or amended PMN are “voluntary” and not enforceable and, as a result, EPA
must make a “may present” determination.

This argument falls short, however. In every situation where EPA has hazard concerns about a
PMN substance, potential exposure is the critical factor in the risk determination. The objections
based on the “voluntary” nature of the controls is that EPA must issue a section 5(e) order or
take action under section 5(f) in every case where EPA has any hazard concerns about a PMN
substance, in order to ensure that the exposure controls in the PMN are enforceable. That has
never been a requirement of the statute (before or after LCSA), EPA’s practice, and it is not
warranted.

Moreover, the exposure controls identified in a PMN (whether in the original PMN or in an
amendment) are not “voluntary” in a meaningful sense. Every PMN includes a certification by
an Authorized Official that, “to the best of my knowledge and belief ..., [a]ll information
provided in this notice is complete and truthful as of the date of submission.” Next to the
signature block for the Authorized Official making this certification appears the following
caution:

The accuracy of the statements you make in this notice should reflect your best
prediction of the anticipated facts regarding the chemical substance described herein.
Any knowing and willful misrepresentation is subject to criminal penalty pursuant to 18
U.S.C. 1001.

Thus, the PMN submitter must genuinely intend to use the exposure controls described in the
PMN or else be subject to criminal penalties.

As a matter of administrative practice, EPA could ask a PMN submitter to check the “binding
option” for the exposure controls in an amended PMN, to further confirm the submitter’s
commitment to use those controls. Historically, EPA has regarded the “binding option” as a
gateway to a section 5(e) order, but there is no reason why it cannot be considered a commitment
verified by the certification in the PMN even without a section 5(e) order.

PMN submitters are often reluctant to select the “binding option” because of concern that in the
future alternative controls may become available that provide equal or greater protection to
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health and the environment, yet they would be unable to make changes to controls for which
“binding option” was selected. EPA could facilitate selection of “binding option” by revising the
PMN Manual to explain that a “binding option” is a commitment of the PMN submitter for
which it may be held accountable, and to indicate that if, after commercialization, the PMN
submitter would prefer to change controls, it may simply send EPA a letter explaining the basis
for the change and requesting EPA’s approval. EPA could respond by letter approving the
change, disapproving it, or suggesting alternative approaches. In this way, the “binding option”
process could be made more effective and could be a much more efficient approach than
requiring a section 5(e) order. EPA’s SNUR regulations at 40 C.F.R. §721.30 already contain a
process for EPA review and approval of alternative exposure control methods.

Finally, it should be noted that the objecting stakeholders are making only theoretical arguments.
They have pointed to no actual instances of PMN submitters not utilizing the exposure controls
described in their PMNs.

D. A Non-Order SNUR Would Be Effective in Enforcing the Use of Exposure
Controls

Some stakeholders object, without evidence, that a non-order SNUR would be ineffective in
requiring the use of exposure controls considered by EPA to be necessary, thus precluding EPA
from making a “not likely to present” finding.

SNURS have proven to be extremely effective in keeping manufacturers and processors from
engaging in the significant new uses identified in those SNURSs except in the handful of instances
where EPA has approved their doing so. A SNUR prohibits any manufacturer or processor from
engaging in a designated significant new use without submitting a SNUN to EPA at least 90 days
in advance (essentially triggering the New Chemicals Review Program for SNUR chemicals).
During the 35 years of the New Chemicals Review Program prior to enactment of the LCSA,
EPA received only 56 SNUNs (meaning, on average, fewer than 4% ot the 1,557 SNURs
became the subject of a SNUN). In practice, manufacturers and processors either avoided SNUR
chemicals altogether, or else they ensured that they did not engage in the designated significant
new uses, obviating the need for a SNUN.

The stakeholders may worry that the PMN submitter would not be bound to use the exposure
controls described in the PMN after the end of the review period and before EPA could
subsequently make a SNUR effective. This should not be a concern. The certification made in
the PMN effectively addresses that period. If, shortly after the end of the PMN review period
the PMN submitter were to drop any exposure controls described in the PMN, that would raise
serious questions about whether the submitter violated the federal criminal code in making its
certification.

The stakeholders or EPA may also worry that future manufacturers and processors would not be
bound to use the exposure controls described in the PMN after the end of the review period and

before EPA could subsequently make a SNUR effective. This should not be a concern either.

Over the 35 years prior to enactment of the LCSA, while it promulgated 1,557 SNURs, ACC is
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aware of no instance where anyone other than the PMN submitter had begun manufacture of a
PMN substance in such a manner that a use of concern to EPA had become an “ongoing use,”
meaning that EPA was precluded from issuing a significant “new” use rule for that use. This has
been the case even where years have passed before EPA promulgated the SNUR. In the context
of'a non-order SNUR, EPA should plan to promulgate the SNUR as soon as possible after
making a “not likely to present” determination, making the likelithood of another manufacturer
commencing manufacture mostly theoretical.

An additional practical consideration is that most NOCs claim the identity of a commenced
PMN substance confidential. This means that another manufacturer would not know that the
particular PMN substance had been added to the Inventory. Even if a prospective manufacturer
were to submit a bona fide notice of intent to manufacture under 40 C.F.R. § 720.25, EPA’s
response time takes at least 30 days. If the NOC did not claim the chemical identity as
confidential, EPA typically does not publish notice of the NOC for 30 to 60 days following
receipt of the NOC, delaying a future manufacturer from even learning that the PMN substance
has been added to the Inventory.*

E. EPA Has Discretion and Authority to Issue a Non-Order SNUR to Address
Activities Not Described in the PMN

1. EPA Does Not Have to Consider Possible Activities of Future
Manufacturers and Processors in Evaluating a PMN

The term “conditions of use” means “the circumstances, as determined by the Administrator,
under which a chemical substance is intended, known, or reasonably foreseen” to be
manufactured, processed, distributed, or disposed of. The phrases “as determined by the
Administrator” and “reasonably foreseen” give EPA discretion to select the conditions of use it
will consider in making a risk determination, whether under section 6 or under section 5. Thus,
EPA may, and should, leave the evaluation of the activities of future manufacturers and
processors to its consideration of whether or not to promulgate a SNUR for the PMN substance
following the end of the review period.

EPA has authority to select the conditions of use which it will consider in making risk
determinations. EPA made that clear in the preamble to its risk evaluation regulations under
section 6. There it acknowledged that some commenters had argued that every condition of use
must be evaluated, while others countered that EPA may select particular conditions of use for
the scope of its risk evaluations. After thorough consideration of the issue, EPA concluded that
it had discretion to focus its risk evaluations on particular conditions of use. This conclusion was
based in part on the definition of “conditions of use,” which refers to “the circumstances, as
determined by the Administrator.” EPA found, reasonably, that “the determination will
inevitably involve the exercise of some discretion.”*

» See, e.g., 83 Fed. Reg. 116 (Jan. 2, 2018) reporting NOCs received in October, 2017.
* 82 Fed. Reg. 33726, 33729 (July 20, 2016). Notably, EPA stated in the final rule “that it [will] always
[include] an evaluation of the conditions of use that raise greatest potential for risk.” Id. at 33728.
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That discretion remains as EPA makes risk determinations for a PMN substance under section 5.
EPA has the discretion to make a “not likely to present” determination based on the activities
described in the PMN, while leaving consideration of risks arising from possible activities of
future manufacturers and processors after the substance is added to the Inventory for later
consideration in the context of a SNUR.

As explained in section 1.B.3.c of these comments, Congress expected EPA to make decisions
about PMNs based on the activities described in the PMN and reasonably foreseeable
extrapolations from those activities (and not speculation about possible activities of future
manufacturers and processors):

Consistent with existing law, the PMN submitter must provide EPA all available relevant
information, including information on the intended conditions of use and reasonably
anticipated exposures. The Committee intends that the review of the PMN should be
conducted in that context.”

The implication of this statement is that possible activities of future manufacturers and
processors of a PMN substance do not preclude a “not likely to present” finding for the PMN.

2. Section S(e) Orders Based on Possible Uses by Future Manufacturers
and Processors Would Have Essentially No Reosulatory Effect

The action urged by some stakeholders -- having EPA issue a section 5(e) order where it has
concerns about possible activities of future manufacturers and processors -- has a significant
practical problem: it would be completely ineffective.

Consider an example where EPA finds that a PMN substance may present an aquatic hazard but
the PMN submitter would not release the substance to water. Other manufacturers or processors
of the substance might have different processes that would release the substance to water,
creating potentially problematic exposure to aquatic organisms.

A section 5(e) order prohibiting the PMN submitter from releasing the substance to water would
have no practical effect, since the PMN submitter was not going to do that anyway. Section
5(e)(1)(A) directs EPA to prohibit or restrict activities that “may present” an unreasonable risk
“to the extent necessary to protect against an unreasonable risk.” It is not “necessary” to order a
PMN submitter to utilize the exposure controls it has certified that it plans to use. This is
particularly the case where EPA plans to make a SNUR for the PMN substance effective shortly,
given that the SNUR will mandate use of those exposure controls (without prior submission of a
SNUN and EPA’s review of it).

In addition, a section 5(e) order would have no effect on subsequent manufacturers or processors
of the substance, who are the persons whom EPA wants to restrict. Since they would not be
signatories to the order, they would remain unaffected by it. EPA would still have to promulgate
a SNUR in order to restrict their potential releases of the substance to water.

* Senate Report at 15.

-25.

ED_005294A_00000009-00029



Note, however, that a “may present” finding in such a situation would delay completion of the
PMN review process by months while EPA develops, negotiates, and then issues the section 5(e)
order. The PMN submitter, who would not release the substance to water, would be held up for
months from reaching the market due to the purported need to prohibit the submitter from
releasing the substance to water.

3. A SNUR Is the Appropriate Means by Which to Evaluate Possible
Activities of Future Manufacturers and Processors

Of course, EPA may consider the “conditions of use” of future manufacturers and processors of
a PMN substance after the substance has been added to the Inventory. Congress intended EPA
to use SNURs for this purpose, however, not section 5(e) orders. This is clear from section 5
itself.

Under section 5(a)(2)(D), before promulgating a SNUR, EPA must consider:

the reasonably anticipated manner and methods of manufacturing, processing,
distribution in commerce, and disposal of a chemical substance.

This phrase is strikingly similar to the definition of “conditions of use.” The phrase “reasonably
anticipated” is synonymous with the phrase “reasonably foreseen.””® The phrase “manner and
methods of manufacturing, processing, distribution in commerce, and disposal of a chemical
substance™ is synonymous with the following from the definition of “conditions of use”: “the
circumstances ... under which a chemical substance is ... to be manufactured, processed,
distributed in commerce, used, or disposed of.”

In other words, EPA must evaluate the “reasonably anticipated”/”reasonably foreseen”
conditions of use of a PMN substance by manufacturers and processors after the substance has
been added to the Inventory, but in the context of evaluating the need for a SNUR. There is
nothing to be gained by having EPA make the exact same evaluation in evaluating a PMN,
particularly since a section 5(e) order in that situation would have no practical effect, as
discussed above. Congress did not mandate such an unnecessary duplication of effort.

Instead, it called for EPA to use rulemaking, through promulgation of a SNUR, to make
decisions about any risks posed by the activities of persons (in addition to a PMN submitter)
who may manufacture or import a PMN substance. This is appropriate, since in reviewing a
PMN EPA can only speculate about possible actions by future manufacturers and processors. A
rulemaking, even a direct final rulemaking, affords all stakeholders the opportunity to provide
EPA with information prior to the time that it imposes restraints on persons other than the PMN
submitter.

* The phrase “reasonably be anticipated” appears in section 5(a)(3)(B)(ii)(I) and section
S5(e)(DH(A)(11)(ID), both related to a “substantial quantities” determination, as well as in section 4.
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4, EPA Mav Make a “Not Likelv to Present” Determination Even if It
Has Concerns About Possible Activities of Future Manufacturers and
Processors, Without Waiting for a SNUR to Take Effect

Even if it has concerns about possible activities by future manufacturers and processors of a
PMN substance, EPA may make a “not likely to present” finding based on the activities
described in the PMN without waiting for a SNUR for the substance to take effect. As noted
above, for decades EPA did exactly that prior to enactment of the LCSA.

In 793 instances, it decided not to issue a section 5(e) order (in effect, it made a “not likely to
present” finding) for a PMN substance and then proceeded to promulgate a SNUR for the
substance based on concerns about possible future activities of others after the substance was
added to the Inventory. In none of those 793 instances did EPA feel compelled to extend the
PMN review period or delay making its “not likely to present” finding, until the SNUR was in
effect.

The LCSA does not mandate a different practice. The requirement to make a “not likely to
present” finding when deciding not to issue a section 5(e) order or to take action under section
5(f) addresses transparency about EPA’s decision making in that situation, but make no change
in substantive criteria. Thus, the only new language that bears any relevance is the “reasonably
foreseen” language in the definition of “conditions of use.”

Clearly, EPA has discretion to address t concerns about future manufacture or processing
through a SNUR, rather than through review of a PMN. Congress regarded a SNUR as the more
appropriate context for addressing those concerns, rather than the PMN context. In any case,
EPA clearly has discretion to determine that the potential for the PMN submitter not to utilize
those controls, during the few months after the PMN substance is added to the Inventory and
before a SNUR for the substance becomes effective, is “not likely” to present an “unreasonable”
risk. The risk is neither likely nor unreasonable.

F. EPA Should Improve the Process for Promulgating Non-Order SNURSs

In ACC’s view, the major problem with EPA’s current conception of a non-order SNUR is that
it will not terminate the PMN review period until the SNUR becomes effective. EPA would thus
complete its review of a PMN but delay issuing its “not likely to present” finding until the
SNUR becomes effective months later. This delay is contrary to section S.

EPA should improve the non-order SNUR process by issuing its “not likely to present” finding
as soon as it completes its evaluation of the PMN, then initiate rulemaking for a SNUR as soon
as practicable within the next 90 days..
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1. EPA Should Not Delay Issuing Its “Not Likelv to Present” Finding
Until a SNUR Becomes Effective

a. Delav Would Contravene Section 5

EPA’s planned delay in issuing a “not likely to present” finding until a SNUR becomes effective
would contravene multiple requirements in section 5S,which direct EPA to issue its
determinations within 90 days or as soon as possible thereafter.

In considering changes to section 5, Congress emphasized the importance of EPA completing its
review of a PMN within 90 days “to the maximum extent practicable”:

The Committee intends the amendments to section 5 to ensure that EPA conducts an
appropriate review of the potential health and environmental effects of new chemicals,
while supporting the ability of manufacturers and processors to innovate and bring to
market new chemicals and products through a flexible, targeted review process. The
Committee notes that ... consistent with current law the Agency should continue the
practice of completing new chemical reviews within 90 days to the maximum extent
practicable.”’

To emphasize the importance of the 90-day deadline, Congress amended section 5 in several
ways. In section 5(1)(3) it added a definition of the new term “applicable review period™:

For purposes of this section, the term “applicable review period” means the period
starting on the date the Administrator receives a notice under subsection (a)(1) and
ending 90 days after that date, or on such date as is provided for in subsection (b)(1) or

(c).

Since EPA has rarely taken action under either subsection (b)(1) or (¢), this definition generally
limits the “applicable review period” to 90 days.

Section 5(a)(1)(B) provides that a PMN submitter “may” manufacture a new chemical substance
if it submits a PMN at least 90 days ahead of time and EPA makes a “not likely to present”
finding “within the applicable review period,” i.e., generally 90 days:

A person may take the actions described in subparagraph

(A) if—

(1) such person submits to the Administrator, at least 90 days before such manufacture or
processing, a notice, in accordance with subsection (d), of such person’s intention to
manufacture or process such substance and such person complies with any applicable
requirement of, or imposed pursuant to, subsection (b), (e), or (f); and

(i1) the Administrator—

(I) conducts a review of the notice; and

* Senate Report at 14-15.
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(IT) makes a determination under subparagraph (A), (B), or (C) of paragraph (3) and
takes the actions required in association with that determination under such
subparagraph within the applicable review period.

(Emphasis added.) Section 5(a)(3)(C) requires that if EPA makes a “not likely to present”
determination, it must do so “within the applicable review period,” i.e., generally 90 days, after
which time “the submitter of the notice may commence manufacture”:

Within the applicable review period, subject to section 18, the Administrator shall

review such notice and determine— ...

(C) that the relevant chemical substance or significant new use is not likely to
present an unreasonable risk of injury to health or the environment, without
consideration of costs or other nonrisk factors, including an unreasonable risk to a
potentially exposed or susceptible subpopulation identified as relevant by the
Administrator under the conditions of use, in which case the submitter of the notice
may commence manufacture of the chemical substance or manufacture or
processing for a significant new use.

(Emphasis added.) Section 5(a)(4)(A) adds a consequence if EPA fails to meet its obligation to
make any “not likely to present” finding within 90 days — a refund of the PMN fee:

If the Administrator fails to make a determination on a notice under paragraph (3) by the
end of the applicable review period and the notice has not been withdrawn by the
submitter, the Administrator shall refund to the submitter all applicable fees charged to
the submitter for review of the notice pursuant to section 26(b), and the Administrator
shall not be relieved of any requirement to make such determination.

EPA routinely avoids the obligation to issue “not likely to present” findings within 90 days by
requesting the PMN submitter to “suspend” the running of the review period while EPA
continues its review of the PMN. This suspension technique is arguably contrary to the
foregoing provisions of section 5. It can be justified only on the basis of practical necessity,
since commonly EPA has not been able to make its determinations within 90 days (or even 180
days). Given the fact that withdrawal of'a PMN is the only practical alternative to a suspension,
it is not surprising that the vast majority PMN submitters agree to suspension requests.

The justification for a suspension does not apply in the case of a non-order SNUR, however. In
that case, EPA has already completed its review of the PMN and determined that the PMN
substance is “not likely to present” an unreasonable risk. It is simply waiting to issue that
finding until the SNUR can become effective. This delay in completion of the applicable review
period after all review of the PMN has been completed is inconsistent with section 5(g), which
provides that once EPA makes its “not likely to present” finding,

notwithstanding any remaining portion of the applicable review period, the submitter of
the notice may commence manufacture of the chemical substance or manufacture or
processing for the significant new use.
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Furthermore, section 5(g) also provides:

Publication of such statement in accordance with the preceding sentence is not a
prerequisite to the manufacturing or processing of the substance with respect to which the
statement is to be published.

Clearly, issuance or publication of a “not likely to present” finding is a formality that may not
hold up the PMN submitter’s ability to commence non-exempt manufacture. Yet EPA’s plan to
delay making the finding until the SNUR becomes effective would rely on that formality to
delay by months the submitter’s ability to commence non-exempt manufacture.

b. Delav Would Be Self-Defeating

EPA plans its non-order SNUR to be an alternative to issuing an unnecessary section 5(e) order
(and not, as some stakeholders have assume, as a replacement for section 5(e) orders). As noted,
unnecessary section 5(e) orders needlessly consume resources of EPA and the PMN submitter
and result in delay without meaningful result. Yet PMN submitters who are offered a choice
may rather sign an unnecessary section 5(e) order and commence manufacture sooner rather than
not sign such an order and not commence manufacture until a SNUR becomes effective months
later. For example, some PMN substances represent significant innovations with internal
commercial launch expectations, and some submitters may prefer to go the consent order route
simply to assure some certainty in the review process. Other submitters may prefer the non-
order SNUR process for other reasons, particularly when EPA makes a “not likely”
determination.

Currently, section 721.170 sets out a lengthy timeline for promulgation of a non-section 5(e)
SNUR. It targets publication of a direct final rule for 270 days (9 months) after receipt of an
NOC. Following publication of a direct final rule in the Federal Register, stakeholders will have
30 days in which to comment. If no adverse comments or notices of intent to comment
adversely are received within that period, the direct final rule will become effective 30 days after
the comment deadline (11 months after receipt of the NOC). If instead an adverse comment or
notice of intent to comment adversely is received, EPA will withdraw the direct final rule, but
probably not until nearly 60 days after publication of the rule.” It will then publish a proposed
rule, with no deadline for doing so, with another 30-day comment period. EPA may then take
months to consider any comments received and promulgate a final rule, which then will become
effective 30 days after publication. In some instances EPA has taken 11 months and longer from
the publication of a direct final rule to complete rulemaking.”

*® For example, in the most recent withdrawal of a direct final SNUR, EPA waited virtually the entire 60-
day period prior to publishing a notice withdrawing the final rule. 82 Fed. Reg. 6277 (Jan. 19, 2017),
withdrawing direct final SNURs published at 81 Fed. Reg. 81250 (Nov. 17, 2016).

* For example, one of the two direct final SNURs withdrawn on January 19, 2017, 40 C.F.R. §
721.10927, became the subject of a proposed rule published nearly six months after withdrawal of the
direct final SNUR, 82 Fed. Reg. 26644 (June 8, 2017). EPA published a final rule in October, nearly 10
months after withdrawal, 82 Fed. Reg. 45990 (Oct. 3, 2017), but the final rule did not become effective
until November 2, 2017, nearly a year after publication of the direct final rule. EPA still has not
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In these cases, a section 5(e) order would have no practical regulatory effect on the submitter
since usually the submitter would be willing to commit to the exposure controls that an order
would require. The time spent waiting for EPA to propose, review, negotiate, and issue a section
5(e) order would be months less than the year or more sometimes required for a SNUR to
become effective. ACC is already aware of PMN submitters who have asked for a section 5(e)
order where EPA offered a non-order SNUR with the requirement to hold off on manufacture
until the SNUR became effective.

2. EPA Should Make Its “Not Likely to Present” Findinge Upon
Completion of Its PMIN Review and Expedite Promulsation of a
SNUR

Instead of waiting for a SNUR to become effective, EPA should comply with section 5 and issue
its “not likely to present” finding within 90 days of submission of the PMN to the extent
practicable, and earlier than 90 days if possible. Under section 5(g), this will permit the PMN
submitter to commence manufacture immediately, even if a portion of the 90-day review period
remains.

EPA should also expedite promulgation of a SNUR. In a non-order SNUR context, EPA is not
subject to section 5(f}(4), which requires EPA to initiate a SNUR rulemaking (if it plans to adopt
a SNUR) within 90 days of issuing a section 5(¢) order. But EPA should similarly plan to
initiate rulemaking for a SNUR in a non-order SNUR context within 90 days of making its “not
likely to present” finding. Initiation of rulemaking should be in the form of a direct final rule.

To be able to initiate rulemaking within that time period, EPA should begin its consideration of a
non-order SNUR during the PMN review period, rather than waiting until after it ends (upon

issuance of the “not likely to present” finding).

3. EPA Should Take Other Steps to Expedite Promulgation of a SNUR

Under section 721.170, EPA does not publish a proposed rule at the time it publishes a direct
final SNUR. EPA could expedite the process if it were to publish a proposed rule at the same
time as it publishes the direct final rule, as it has done in other instances.”

EPA should shorten the time targeted for publication of a direct final non-order SNUR. Section
721.160(d) calls for issuance of a direct final rule within 180 days after receipt of an NOC

published a proposed SNUR for the other direct final SNUR withdrawn on January 19, 2017, 40 CF.R. §
721.10942.

* For example, EPA published a proposed rule on the same date as the direct final rule for rules under
Title VI of TSCA. See update to voluntary consensus standards, 82 Fed. Reg 49287(Oct. 25, 2017)
(direct final rule) and 82 Fed. Reg. 49302 (Oct. 25, 2017) (proposed rule); labeling relief, 82 Fed. Reg.
31922 (July 11, 2017) (direct final rule) and 82 Fed. Reg. 31932 (July 11, 2017) (proposed rule);
extension of compliance dates, 82 Fed. Reg. 23735 (May 24, 2017) (direct final rule) and 82 Fed. Reg.
23769 (May 24, 2017) (proposed rule).
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following issuance of a section 5(¢) order, whereas 40 C.F.R. § 721.170(e) calls for issuance of a
direct final rule within 270 days after receipt of an NOC following a decision not to issue a
section 5(¢) order. EPA should target an even shorter timeframe.

EPA should not shorten comment periods to less than 30 days, however, nor make final rules
effective in less than 30 days after publication, as required by the Administrative Procedure
Act’!

Such changes would result in a win-win-win situation:

e PMN submitters would benefit from being able to offer their PMN substances for
commercial distribution relatively quickly. They would also benefit by having all
manufacturers and processors of the PMN substance be subject to the same requirements
for exposure controls.

e EPA would benefit by conserving its resources and by ensuring that public health and the
environment are protected while avoiding creation of unnecessary economic barriers to
technological innovation.

e The public would benefit by access to technological innovation under protective
conditions.

V. Comments on EPA’s Draft PMN Review Documents

A. The Draft Points to Consider Document

ACC is appreciative of EPA’s work preparing its Points to Consider document. This document
should provide a useful tool for submitters and greatly facilitate the quality and value of pre-
submission consultation. We recommend that EPA make the following additional
modifications.

e Submission of studies: The Points to Consider document should provide additional
guidance to submitters that they be prepared to explain what studies are available and to
summarize their findings as part of the pre-consultation process. If robust summaries are
available, it may be more helpful to bring the robust summary in lieu of the full study
report. Points to Consider should also discuss when EPA will likely request the full
study as part of the PMN submission process, which offers the submitter more time to
obtain and prepare the submission if needed. This discussion should address practices
for managing data ownership of raw data and study reports as well as confidential data.
Points to Consider should also clarify that EPA will accept and consider robust study
summaries that comply with OECD guidelines.

¢ Analog choice: Points to Consider should offer a template narrative description about
analog choice as guidance for submitters. The document should also explain that such
narrative descriptions facilitate EPA’s speed and completeness of review. The document

*1'See 5 U.S.C.§ 552(d).
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should explain that EPA will not undertake its analog search until the PMN is initiated,
so any pre-work evaluating analog choices and supplying a rationale conducted by the
submitter may help accelerate EPA’s subsequent review.

Typical testing or case studies: EPA has indicated that it cannot definitively indicate
what testing or data may be required in its review of the PMN. It would be helpful,
however, if Points to Consider could offer several additional examples or scenarios
where testing typically might be required, and the basis for this rationale. This could be
included as part of the Generic Scenarios document (which EPA should regularly
update). Submitters benefit from a clearer understanding of when EPA is likely to
require testing, and what the boundaries and protocols for such testing will be.

Rationale for measured vs. modeled data: EPA has generally expressed a preference
for measured data, or a suggested model, or use of an analog with respect to human
health and ecotoxicity. This should be articulated in Points to Consider, along with a
supporting rationale — and an accompanying, clear explanation of when and why
modeled data may be preferred over measured data.

Explanation of the significance of structural alerts in the review process: EPA has
indicated that in the event of a structural alert, it is particularly interested in obtaining full
study data. It would be useful for Points to Consider to fully explain: (1) what a
structural alert is; (2) how the alert is triggered; (3) what concerns this may raise for
EPA; (4) what additional study information EPA will be interested in obtaining, and
why.

Substantiation for suggested engineering and exposure controls: EPA has indicated
that in addition to recommended engineering and exposure controls, it 1s helpful if
submitters offer a rationale and some level of substantiation for the approaches offered.
Points to Consider should offer guidance on how submitters can provide both a rationale
and substantiation.

B. New Chemicals Decision-Making Framework

EPA released its working approach to making determinations under Section 5 of TSCA in
November 2017 entitled New Chemicals Decision-Making Framework. We offer specific
comments on the outline, and in particular, the proposed content for the Manual below.

Introduction — The Lautenberg Amendments to TSCA have a number of important elements
that require decisions by EPA and inform how those decisions are made. It would be helpful if
the introduction would set these out up front (or, if EPA intends to integrate the Decision-
Making Framework into the New Chemicals Decision Guidelines Manual, that it do so in that
document):

Affirmative determination: TSCA now requires an “affirmative” determination by EPA
on new chemicals decisions. In short, “dropped” PMNs and the ability to begin
manufacturing a chemical if EPA reaches no decision within the review period is no

-33 -

ED_005294A_00000009-00037



longer allowed; EPA must reach a determination first.

. Sufficient information: There must be sufficient information for EPA to make a reasoned
evaluation of health and environmental effects. Sufficient information can include
representations or commitments of the submitter. EPA must ultimately decide, in each
submission, whether the body of information is, or is not, sufficient to inform a reasoned
evaluation.

. Reasonably available information: EPA is required to consider reasonably available
hazard and exposure information to carry out Section 5. The application of this term
requires EPA to make a decision whether reasonably available information has been
identified and considered.

. Reasonably foreseen: This term is equivalent to “reasonably anticipated.” The
application of this term requires EPA to make a decision regarding what is or is not
reasonably foreseen.

Decisions must be risk-based, and they are also intended to be made within 90 days (for PMNs)
of submittal.

Overall Framework — It would be helpful for EPA to list all the decision options/outcomes in
sequence here, in advance of more detailed discussion. Rather than offering the decision tree
using sufficiency of information as the starting point, EPA might list the four available
determinations and work backwards from these.

Discussion of what is known/intended/reasonably foreseen for the submitter versus non-
submitters — Fundamentally, the New Chemicals program is centered on the request of a single
manufacturer asking EPA for permission to begin manufacturing a chemical. Congress intended
this review and decision to be made within 90 days. EPA’s tool to regulate other entities who
wish to begin manufacture or import of the same substance is a SNUR.

EPA’s decision framework properly acknowledges that with respect to a submitter’s proposed
activity (manufacturing, processing, distribution in commerce, use and disposal of a substance),
EPA has the information it needs from the PMN itself. Submission of the PMN creates
enforceable obligations; notably, EPA requires submission of all test data in the submitter’s
possession or control, and omission of a study is subject to enforcement action. As noted above
in Section IV.C., a submitter who misrepresents its intentions on a PMN is potentially subject to
enforcement: withholding information or submitting false or misleading information with regard
to a PMN or Significant New Use Notice (SNUN) is a level 1 TSCA violation (per day) in
EPA’s TSCA Section 5 Enforcement Response Policy.”® For exemption applications,
statements supporting the exemption become binding on the submitter when EPA approves the

exemption application.™

Accordingly, the intended uses of a submitter can be reasonably determined by its own Section 5

> TSCA Section 5 Enforcement Response Policy, https://www.epa.gov/sites/production/files/2016-
06/documents/amendedtscasectionS-erp. pdf.

* See Instruction Manual for Reporting Under the TSCA Section 5 New Chemicals Program at LF.,
Binding Boxes.
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submission. The submitter has a strong compliance incentive for its PMN to be accurate, since
the “addition” of another use outside the scope of the PMN and certainly within the near term
after the NOC is submitted invites enforcement exposure. As EPA properly notes, any concerns
about the manufacturer of the chemical by third parties can be addressed in a non-order SNUR.

Level of uncertainty to support determination: For the Section 5 program to work as anticipated
by Congress, submissions would be supported by sufficient information to inform a reasoned
determination of the compound, particularly since EPA applies modeling and other techniques to
inform its review. There is nothing in the legislative history to suggest that EPA was pushing
chemicals through the program (or “dropping” PMNs) in sizable numbers due to lack of
sufficient information.

For that matter, there is nothing in the legislative history to suggest that there was any change in
the level of certainty needed to support a determination that a chemical is sufficiently low risk
that manufacturing may begin. The volume of “not likely to present” determinations under the
amended statute should thus roughly correlate to the number of dropped PMNs before
amendment.

EPA’s discussion at footnote 3 in the Decision Framework, however, confuses matters. The
agency suggests that the level of uncertainty in a “not likely” determination could be greater than
in a “presents” determination. But the level of certainty in a “not likely” determination could
also be higher (the statute does not allow the award of any other designation, such as “does not
present” or “will not present” under Section 5). What EPA leaves out of this discussion is that
there may be no space at all between a “presents” determination and a “not likely to present
determination” — in a given situation, these may operate in a near binary manner. For that
matter, since this determination must occur in the context of conditions of use, a submitter’s
agreement to manufacture in accordance with changes to the PMN may itself be sufficient to
modify a “presents” determination to a “not likely to present” determination, taking that
additional information into account. We suggest EPA delete the last two sentences in footnote 3
for greater clarity. If footnote 3 is a reflection of current EPA policy, we strongly recommend
that EPA publish, for public comment, a complete rationale for this approach.

C. Draft New Chemicals Decision Guidelines Manual

EPA has released an outline of its Draft New Chemicals Decision Guidelines Manual as part of
this docket and requested comment.”® We note, as a preface, that the issuance of decision

guidance that explains and makes transparent the decision-making process of an agency is both
valuable and well-established.”® Tt is also considered a highly beneficial transparency measure

** https://www.cpa.gov/sites/production/files/2017-

11/documents/outline of new chemicals decisions_manual v3.pdf.

¥ See, ¢.g., FERC, Risk-Informed Decision Making Guidelines (March 2016),

https://'www.ferc. gov/industries/hydropower/safetyv/guidelines/ridim/risk-guide/chapter- 1.pdf (used to
identify, analyze, assess, and manage the risks associated with FERC-regulated dams); FDA, Guidance
for Investigational Device Exemption Sponsors, Sponsor-Investigators and Food and Drug
Administration Staff (January 2017), (explains the principal factors FDA considers when assessing the
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for agencies to make their policies available to the public, as well as to agency staff.’® We
applaud EPA for its efforts to make its New Chemicals review process more transparent to the
public and to submitters.

We offer specific comments on the outline, and in particular, the proposed content for the
Manual below.

Introduction (Part 1) — We suggest that the introduction be significantly shortened, and that
separate sections address the process and timelines for review. The statutory determination
framework set out in Part 14 (Risk Management) should not be repeated in the same detail in the
introduction (currently at 1.6).

Purpose (Part 1.0) — Presumably, the New Chemicals Decision Guidelines Manual is one of
many guidance documents that will support administration of the New Chemicals program. We
are encouraged that EPA acknowledges that it is in the process of updating its procedures,
policies, and decision guidelines to reflect the Lautenberg amendments to TSCA. ACC
encourages EPA to use this process to create an updated compendium of applicable policies,
procedures, and guidance in the New Chemicals program; to ensure that guidance is consistent
across documents; to ensure appropriate cross-references of relevant discussions; and to ensure
that policies are easily searchable and findable by regulated entities. To that end, it would be
helpful if both the Part 1.0 Purpose statement, as well as Appendix C (Sources of Information)
are suitably comprehensive.

Applicability (Part 1.1) — It would be helpful if the Manual would include a short introduction
describing what a new chemical is under TSCA as well as what regulated entities are affected by
the New Chemicals Program. Cross-references to EPA’s website would be appropriate.

TSCA Section 5 Authority (Part 1.2) - We suggest that EPA consolidate the discussion at Part
3, entitled TSCA Section 5 Applicability, with this section. From the standpoint of the regulated
community, it makes good sense to discuss chemicals that are subject to Section 5 and those not
subject to Section 5 in the same part of the Manual.

Pre-Notice Consultation (Part 2) — We support EPA’s proposal to describe the new chemicals
review process using a chronological timeline. We suggest, however, that the body of the
document truncate the Guidelines Manual into 4 major segments:

. Pre-submission (including discussion of the voluntary pre-notice consultation process)
. Submission and EPA review (cross-referencing advice on PMN preparation and
submission; outlining the submitter’s obligation to submit test data; and reviewing EPA’s

benefits and risks of IDE applications for human clinical studies),
hitps://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/U
CM451440.pdf.

** ACUS Recommendation 92-2, Agency Policy Statements (1992) (policy statements are “[i]mportant
tools for guiding administration and enforcement of agency statutes and for advising the public of agency

policy.”).
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risk assessment process and steps)

. EPA Determination (outlining the statutory requirements and agency process to reach
determinations)
. Risk Management

Conditions of Use (Part 4) — We suggest several modifications to the outline. First, it would be
helpful for EPA to explain the statutory definition and requirements, including EPA’s discretion
to make determinations regarding conditions of use. Second, it would be helpful for EPA to
explain that by statute, it must do more than characterize conditions of use; it must make a
determination of them for purposes of the new chemicals review. Third, it should explain that
“known” uses do not exist in the new chemicals context since manufacture has not yet been
initiated. EPA should also include an appropriate discussion of “reasonably foreseen” from the
working New Chemicals Decision-Making Framework in this section.

Biotechnology Submissions — EPA may wish to consider whether the document would be
clearer and more compactly presented if biotechnology submissions were to have a stand-alone
discussion section.

Non-animal Methods, Fees — EPA has yet to publish its proposed fees rule, which presumably
may have an effect on fees under Section 5, and likewise is still developing its non-animal
strategy. Nonetheless, it would be helpful for the Manual to reference these potential
developments, and it would be helpful to update the Manual at the appropriate point to include
additional discussion.

VL Additional Specific Comments

A. Chemical Categories

el
7

EPA should update the 2010 Chemical Categories document.”” Doing so would enable EPA to
communicate more effectively its concerns and recommended testing for the categories listed in
the 2010 document and to add additional categories. This in turn would enable potential PMN
submitters to identify potentially problematic candidates for a PMN. They could then either halt
further R&D on them or else conduct testing to confirm or refute EPA’s concerns based on their
respective chemical categories.

B. Low Molecular Weight Species

EPA should clarify and justify its concerns about low molecular weight species in or
accompanying PMN substances.

The Chemical Categories document asserts, “Typically, concerns are confined to chemicals with
molecular weights <1,000 whenever inhalation exposure to humans or environmental release is

*’ EPA, TSCA New Chemicals Program (NCP) Chemical Categories (last revised August 2010),
https://www.epa.gov/sites/production/files/2014-
10/documents/nep chemical categories august 2010 version 0.pdf.
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expected, and to species <500 when dermal exposure to humans is expected.” PMN submitters
have found EPA to be concerned about species with higher molecular weights than indicated by
this statement. EPA should clarify the scope of molecular weights likely to be of concern and
explain the basis for that scope.

EPA should clarify the Inventory status of unintended low molecular weight species and
unreacted monomers produced in the course of manufacturing a PMN substance. PMN
submitters typically regard them as impurities exempt from PMN review or coproducts that are
already on the Inventory, but in some cases EPA appears to be basing its concerns on these
substances.

C. Worker Health and Safetv Requirements

EPA’s SNUR regulations in 40 C.F.R. §§ 721.63 and 721.72 address important aspects of
protection for workers. EPA should complete its rulemaking to update those provisions.*®
However, in doing so, it should take into account the comments by ACC and others.

This rulemaking has carryover significance for the PMN program, as many of the Protection in
the Workplace provisions of the boilerplate section 5(e) order used by the EPA staff similarly
need to be updated. For example, the hazard communication section does not appear to have
been revised in light of OSHA’s 2012 amendments to its hazard communication standard.”

D. Releases to Water

EPA should clarify its concerns about predictable or purposeful releases to water. About half of
all SNURs, and thus probably about half of all section 5(e) orders, include a “release to water”
provision.

In section 5(e) orders, default “no release to water” provisions are not appropriate. Absolute “no
release” requirements are conceptually very difficult for PMN submitters to deal with, given the
lack of monitoring capability. A “no release” provision may lead to extended discussion with
EPA, delaying issuance of the 5(¢e) order and the submitter’s ability to enter the market. Even
where a PMN submitter has no releases to water, a “no release” provision can cause problems for
its customers, and a subsequent SNUR for the PMN substance is likely to include the same
prohibition on “release to water” as found in the section 5(e) order.

As a threshold matter, water release provisions are not appropriate at all if the submitter’s
activity cannot result in a release to water as a function of the manufacturing process. In cases
where a release is possible, a release provision should be appropriately tied to the specific
information in the PMN and the intended manufacturing and management descriptions offered
by the submitter. In addition, the release provision should take risk into account consistent with
the provisions of section 26 of TSCA. As part of the pre-submission process, if release to water

** The proposed rule was published at 81 Fed. Reg. 49598 (July 28, 2016).
* The boilerplate section 5(¢) order is available at https://www.epa.gov/sites/production/files/2016-
09/documents/co_all purpose preamble and consent order combined 9-1-2016 clean.pdf.
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is identified as a possible concern, the submitter should be invited to propose a water detection
method and proposed concentration, taking into account the technological feasibility of detection
specific to the substance.

In addition, EPA should clarify that a “release to water” concentration relates to concentration in
waters of the United States that receive the PMN substance. This is explained in technical terms
in 40 C.F.R. §§ 721.90 and 721.91, but PMN submitters may have difficulty in understanding
this concept, since they may want to monitor for concentrations upstream of receiving waters.

EPA should also provide resources to help PMN submitters calculate the expected concentrations
of their PMN substances in waters of the United States. Examples and references to resources
for estimating the flow rates of receiving waters such as rivers would be helpful. Section
721.91(b)(2) suggests use of NPDES permit information or U.S. Geological Survey data; EPA
should make it easier for PMN submitters to find this information.

Given the current debate about the term “waters of the United States,” EPA should provide
examples of what it considers to be waters of the United States in this context. For example,
would use of water containing the PMN substance for irrigation of agricultural fields be
considered a predictable or purposeful release to waters of the United States if some of the water
could foreseeably run off into nearby streams? If the PMN substance could reach groundwater
and groundwater could be pumped up or migrate into waters of the United States, would that be a
predictable or purposeful release to waters of the United States?

EPA should clarify whether use of a PMN substance in the Gulf of Mexico outside the three-mile
limit would be subject to a “release to water” provision, given that TSCA jurisdiction extends
only to the United States.

EPA should clarify the application of a “release to water” provision to a PMN substance that
disassociates in wastewater into ions or that chemically reacts prior to release to waters of the
United States.

EPA should confirm that spills are not “predictable or purposeful” releases to waters of the
United States, even if spills are foreseeable. EPA has indicated:

Purposeful or predictable releases to water would not include accidents or spills. This
significant new use designation was not intended to prevent every single molecule of a
subject chemical substance from being released to surface waters.

In contrast, EPA has explained:

Any water releases of the PMN substance identified in the PMN would qualify as
purposeful or predictable releases.*

“ EPA, “Multi-Walled Carbon Nanotubes and Single-Walled Carbon Nanotubes; Significant New Use
Rules,” 75 Fed. Reg. 56880, 56884 (Sept. 17, 2010).
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This guidance should be made more widely available. EPA should incorporate it into a formal
guidance document.

CONCLUSION

EPA has embarked on an aggressive implementation of the new provisions of section 5. While
generally doing an excellent job with limited resources, EPA has misconstrued what section 5
now requires in a number of instances. It should ensure compliance with section 5 as written;
exercise its discretion in a manner that both protects health and the environment and promotes
the policies of section 2(c); and otherwise look to streamline what has become an over-lengthy
and complicated process for reviewing PMNs and promulgating SNURs.
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EXECUTIVE SUMMARY

The American Chemistry Council (ACC)' welcomes the opportunity to provide comments on the
New Chemicals Review Program under the Toxic Substances Control Act (TSCA) as amended
by the Frank R. Lautenberg Chemical Safety for the 21 Century Act (LCSA).> ACC submits
these comments in response to EPA’s notice announcing the December 14, 2016, public meeting
on this subject and an opportunity to comment, 81 Fed. Reg. 86713 (Dec. 1, 2016).

These comments make the following points:

e The LCSA enhanced EPA’s ability to scrutinize PMN submissions by codifying attention
to potentially exposed populations, ensuring that EPA had sufficient information to make
decisions, and to provide more transparency in decisions on PMNs. Congress left the
standards for New Chemical review and decision-making fundamentally intact, retaining
the unreasonable risk standard.

e Notwithstanding Congressional intention to leave the mechanics of this well-run program
fundamentally intact, EPA has significantly changed its previous implementation of the
New Chemicals Review Program since enactment of the LCSA in a manner inconsistent
with congressional intent.

e The changes have created a substantial and growing backlog in the review of
premanufacture notices (PMNs) for new chemicals, blocking the ability of businesses to
manufacture and bring new chemistries to market in the United States.

e The changes have also introduced substantial structural problems to the operation of the
new chemicals program. These include a sharply increased rate of section 5(e) consent
orders; a corresponding sharp decline in the rate at which EPA allows PMN substances
to be commercialized without a section 5(e) consent order; delays well beyond the 90
days allotted for PMN review -- even for chemicals that do not receive a section 5(e)
consent order; and agency requests that submitters allow EPA more time than the 90
days allotted for review, which undercuts Congress’ expectation that the review period
will be prompt and the review efficient.

e The legislative history does not support EPA’s heightened scrutiny of PMNs to explain

! The American Chemistry Council (ACC) represents the leading companies engaged in the business of chemistry.
ACC members apply the science of chemistry to make innovative products and services that make people's lives
better, healthier and safer. ACC is committed to improved environmental, health and safety performance through
Responsible Care®, common sense advocacy designed to address major public policy issues, and health and
environmental research and product testing. The business of chemistry is an $812 billion enterprise and a key
clement of the nation's economy. It is the nation’s largest exporter, accounting for twelve percent of all U.S.
exports. Chemistry companies are among the largest investors in research and development. Safety and security
have always been primary concerns of ACC members, and they have intensified their efforts, working closely with
government agencies to improve security and to defend against any threat to the nation’s critical infrastructure.

* Public Law 114-182 (June 22, 2016). References to TSCA in these comments are to TSCA as amended by the
LCSA unless otherwise indicated.

it
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decisions that a PMN substance is not likely to present an unreasonable risk. The LCSA
made important changes to EPA’s review of new chemicals, but did not change the legal
standard applied in PMN reviews.

EPA should expand its criteria for making a determination that a PMN substance is “not
likely to present an unreasonable risk,” since its current criteria are too limited. EPA
apparently does not regard identification of exposure controls in the PMN to be sufficient
for making that finding where it is possible, even though unlikely, that the PMN
submitter would not actually impose those controls. This practice reduces the extent to
which EPA reviews for risk rather than hazard and 1s not appropriate.

The “not likely to present an unreasonable risk” standard is equivalent to the standard
that EPA used for 35 years prior to enactment to decide that a section 5(e) consent order
was not necessary. There is no statutory justification for EPA to use a more stringent
standard post-enactment.

EPA should reconsider its understanding of the term “conditions of use.” It does not
require EPA to consider uses of manufacturers or processors other than the PMN
submitter and its direct customers. Both the language of section 5 and the LCSA
legislative history direct EPA to consider only the uses of the PMN submitter and its
direct customers. Consideration of other manufacturers and processors should be
addressed through promulgation of significant new use rules (SNURs), as EPA has done
for decades.

EPA should pursue alternatives to section 5(e) consent orders. As an initial matter,
immediately after the focus meeting, it should discuss with the PMN submitter what
initial concerns EPA has; what additional information would be useful to resolve those
concerns; and options for addressing those concerns, where the options include
alternatives to a section 5(e) consent order.

EPA should consider how the PMN “binding option” for controls can be used as an
option to address controls that EPA considers critical to resolving its concerns and to
avoid the need for a section 5(e) consent order. EPA should provide a simple mechanism
for approving potential future changes to controls.

EPA should resume promulgation of non-section 5(¢) SNURs to avoid issuing
unnecessary section 5(e) consent orders.

v
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INTRODUCTION

ACC strongly supported enactment of the LCSA, including the limited amendments to section 5.
Its members are committed to successful implementation of TSCA as amended. These
comments are offered in that spirit.

The New Chemicals Review Program, set out in section 5 of TSCA, is the entry gate that allows
new chemicals to be manufactured and used to make U.S. products. EPA has long had and
exercised authority under TSCA to review chemicals for safety before they enter commerce.
The basis for its decision-making, however, was not readily apparent to the general public.

ACC supports a robust review of new chemical substances under section 5. The LCSA changes
to section 5 codify EPA’s prior practice to assess potentially exposed populations, ensure that
EPA has sufficient information to make section 5 decisions, and provide for more transparency
in EPA’s decision-making. The LCSA changes to section 5 do not fundamentally change how
EPA was reviewing new chemicals for safety prior to entry into commerce; the safety standard
of unreasonable risk with respect to health and safety considerations has not changed.’

Companies that research and develop new chemistries depend on a functioning, reliable New
Chemicals Review Program to be able to bring these innovations to market. So do companies
that want to use these new chemistries to build new products and deliver market solutions.
Many new chemistries are developed specifically to deliver better performance or improved
health or environmental attributes. A predictable and functioning New Chemicals Program is
thus often explained as critical to U.S. innovation; it incentivizes development of new
chemistries, which in turn make possible new product and technology applications, upgrades,
and even breakthroughs.

Some stakeholders at the December 14 public meeting on section 5 seemed to suggest that
industry support for a functioning and efficient program — necessarily one that protects and
promotes U.S. innovation — means that industry puts profits ahead of health and environmental
considerations. This is disappointing, has no basis in evidence, and is unfair. Like many
stakeholders, ACC believes that the New Chemicals Review Program as it existed prior to
enactment of the LCSA worked well. Importantly, Congress intended to preserve the
fundamental operation of this program. It retained the review standards, codified EPA’s practice
of reviewing potential impacts of exposures on certain populations, and included new
requirements for EPA to be more transparent about the basis for its decision making.

? At the December 14 meeting, EPA indicted that even before the LCSA was enacted, EPA had been conducting an
internal assessment of the New Chemicals Review Program. EPA staff stated that this internal review has led to
multiple changes in assumptions used in the PMN review process. This is the first time that EPA has suggested it is
changing the way that it conducts scientific evaluations under saection 5. We note that the LSCA does, in fact, now
require under section 26 that EPA use best available science and weight of the evidence in carrying out its reviews
under section 5 of the statute. It is imperative that EPA explain the methods and assumptions used to conduct
section 5 reviews under thesSection 26 scientific criteria. We urge EPA to do so as expeditiously as possible in light
of Congress’ expectation, under the LCSA, that the bases for EPA’s determinations be transparent. Promptly
updated guidance documents could help discharge this obligation.
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Despite a rocky start since enactment of the LCSA, the section 5 program can work well again.

These comments are intended to assist EPA in adapting the program in a manner that is
consistent with the statute and its legislative history; maintains EPA’s high scientific standards;
and successfully protects health and the environment while enabling innovative chemistry to
reach the market after appropriate review.

DISCUSSION

1. EPA’s Implementation of Amended Section 5 Is Creating Structural Problems, Not
Just a Temporary Backlog

At the December 14 meeting, many participants complained about the large and increasing
backlog of unresolved PMNs.* EPA responded that the backlog was merely temporary, due
mainly to EPA’s “resetting” the review clock for PMNs that were in the review process as of
June 22, 2016, the date of enactment of the LCSA. ACC is concerned that the backlog and
resulting delays are not temporary, but rather the result of structural problems in how EPA is
interpreting amended section 5. The backlog is having serious adverse impacts on EPA, PMN
submitters, and the public. It directly contravenes the Congressional intent that EPA should
complete its review of PMNs in 90 days or less.

a. The Backlog Is Large and Growing

It is clear that there is a backlog, and it is growing, not shrinking, despite EPA having had over 6
months since June 22 to adjust to the statutory changes.

On June 22, EPA reset the review period for about 331 PMNs pending as of the day before
enactment,” some of which had been pending since FY 2009.° Since then, the backlog has
effectively doubled. During the period from June 22 through November 30, EPA recetved 327
PMNs that were not originally submitted prior to June 22, for a total of 658 PMNs.” (EPA has
characterized the backlog as being about 500 PMNs.)* During the more than 6 months since
June 22, EPA has completed its review of only 29 of those 658 PMNss.

At the December 14 meeting, Jeff Motris, Acting Director Office of Pollution Prevention and

* Additional comments about how the New Chemicals Review Program is no longer working well appear in
Appendix 1. These are recent problems experienced by ACC members.

* See 81 Fed. Reg. 74784 (Oct. 27, 2016) (349 PMNs “received” during the period June 22 through June 30; 18 of
these were new submissions, per the earlier report for June 2016, 81 Fed. Reg. 49976 (July 29, 2016)). At the
December 14 meeting, Jeff Morris reported that 308 PMNs had their review periods reset on June 22.

® The PMNs whose review periods were “reset” include 2 from FY 2009, 3 from FY 2010, 3 from FY 2011, 15 from
FY 2012, 11 from FY 2013, 26 from FY 2014, 62 from FY 2015, and the remainder from FY 2016.

" See 81 Fed. Reg. 49976 (July 29, 2016) (18 PMNs received between June 22 and June 30); 81 Fed. Reg. 57903
(Aug. 24, 2016) (48 PMNs received in July); 81 Fed. Reg. 79013 (Nov. 10, 2016) (41 PMNs received in August); 81
Fed. Reg. 79020 (Nov. 19, 2016) (43 PMNs received in September); 81 Fed. Reg. 85556 (Nov. 28, 2016) (36 PMNs
received in October); 81 Fed. Reg. 91162 (Dec. 16, 2016) (141 PMNs received in November).

¥ At the December 14 meeting, Jeff Morris said that since June 22 “we have received about 200 more cases. So
since enactment there have been 500 cases that we needed to evaluate under the new requirements of the law.”
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Toxics, reported:

Of those 500, about 120, about one quarter of those are undergoing further review. And
for the remainder, for hundreds of cases, we made preliminary determinations and action
letters, over 100, now have gone out to companies identifying our preliminary
determination ....°

In other words, in more than 6 months EPA has determined that close to half of the pending
PMNs either will receive section 5(e) consent orders or are likely to do so, but it apparently has
not completed its review of any of those PMNs.

During that same 6-month period, EPA has apparently made final determinations of “not likely
to present an unreasonable risk” for only 29 PMNs. EPA now posts a log on its website
identifying PMN substances determined to be “not likely to present an unreasonable risk.”
According to that log, from June 22, 2016 through January 10, 2017 (the date of the latest
update), EPA has posted identification of only 29 such PMN substances (along with 26
microbial commercial activity notices (MCANS))." Of those 29 PMNs, 12 were among those
whose review periods were “reset,” and 17 were submitted since enactment.

Thus, during a period of about 6 months, while the backlog doubled from 331 PMNs to 658
PMNs, EPA has completed its review of only 29 PMNs. Clearly, the backlog is large and it
continues to grow.

b. The Backlog Reflects Structural Changes in EPA’s Review of PMNs

One indicator that the backlog is not temporary is EPA’s extraordinarily slow progress in
identifying PMN substances that are not likely to present an unreasonable risk. Another is that
EPA has substantially changed the previous ratio of the number of PMNs that receive a section
5(e) consent order to those that do not.

Prior to enactment of the LCSA, EPA typically “dropped” substances for which it did not plan to
issue a section 5(e) consent order before Day 21 of the review period, during the focus meeting.
“Dropping” a chemical was analogous to making a determination of “not likely to present an
unreasonable risk,” since the most commonly used basis for issuing a section 5(e) consent order
before enactment was a determination that the PMN substance “may present an unreasonable
risk.” ACC and its members agreed, however, that there was an important lack of public
information on the reason substances were “dropped” from additional review. The LCSA
amendments address that transparency element.

° This and other quotations from EPA staff at the December 14 meeting are from an unofficial transcript of the
meeting prepared by ACC from the close captioning provided by the software for those attending the meeting
remotely (Transcript). ACC has corrected some obvious errors and added paragraph breaks. Additional errors
likely remain. The transcript appears in Appendix 2. This quotation appears at page 3 of the Transcript.

Y EPA Pre-Manufacture Notice Review Determinations under Amended TSCA, https://www.epa.gov/reviewing-
new-chemicals-under-toxic-substances-control-act-tsca/epa-pre-manufacture-notice-review (last updated Jan. 10,
2017). The results show 7 determinations in July, 0 in August, 7 in September, 1 in October, 7 in November, and 7
in December.
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Unfortunately, a total of 29 final PMN determinations that a substance is “not likely to present
an unreasonable risk” in nearly 6 months is an astonishingly slow pace. Since EPA has no
intention of issuing section 5(e) consent orders for these substances, the slow pace cannot be
attributed to the time needed to develop, negotiate, and issue section 5(e) consent orders.
Instead, EPA 1s simply taking much more time to review PMNs than before enactment, even for
PMN substances of low concern.

Moreover, the time required to make an individual “not likely to present an unreasonable risk”
determination is unacceptably long even as EPA gains experience under amended section 5. For
the 29 PMNs whose review EPA has completed since June 22, the review periods ranged from
49 to 143 days, for an average of 90 days, i.e., the entire 90-day period allowed in the statute.'
This is a worrisome situation, particularly since Congress was insistent that EPA complete its
PMN reviews within 90 days or less, to the extent practicable, and presumably these are
relatively simple reviews. The average of 55 days for decisions made in December is a welcome
improvement, but is unclear of that pace can be sustained; the average in November was 91

days.

As for PMNs for which EPA is probably going to make a determination other than “not likely to
present an unreasonable risk,” since enactment, EPA has substantially increased the percentage
of PMNs for which it expects to issue section 5(e) consent orders. Prior to enactment, EPA
issued section 5(e) consent orders for about 4% of PMNs received and “dropped” (no further
review) about 90% of the PMNs received; the rest were withdrawn by the submitter.'> At the
December 14 meeting, Jeff Morris indicated that about 120 PMNs are undergoing further
review, with a section 5(e) consent order likely; that more than 100 action letters have been sent;
and that EPA has made “hundreds” of “preliminary determinations” apparently indicating that a
section 5(e) consent order is coming.® This suggests that EPA is considering issuance of
section 5(e) consent orders for about half or more of all pending PMNs, an increase of over
1500% compared to past practice.

Significantly, EPA appears to have largely shifted its review of PMNs from an analysis of
potential unreasonable risk to one of potential hazard. This change is not authorized by statute.

" For the 7 final PMN decisions made in July, all of which were for PMNs originally submitted prior to June 22, the
average review period was 97 days (including the days prior to June 22). No final decisions were made in August.
For the 7 final decisions made in September, of which 6 were for PMNs originally submitted prior to June 22, the
average review period was 117 days (including the days prior to June 22). For the 1 final decision made in October,
the review period was 89 days. For the 7 final decisions made in November, the average was 91 days. For the 7
final decisions made in December, the average was 55 days.

12 According to EPA statistics, during fiscal years 1979 through 2015, EPA received 39,962 PMNs, of which 1,710
(4%) received section 5(¢) consent orders and 2,068 (6%) were withdrawn by the submitter in the face of EPA
action. That means that 36,194 (90%) of PMNs were neither withdrawn nor received a section 5(e) consent order.
EPA, “Statistics for the New Chemicals Review Program under TSCA” (last updated Aug. 4, 2016),
https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/statistics-new-chemicals-
review.

" Maria Doa, Director of OPPT’s Chemical Control Division, confirmed at the meeting what is now obvious: “As
Jeff mentioned, the number of [section 5(¢) consent| orders will or have been increasing because they are issued for
cases other than the not likely to present.” Transcript at 8.
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In many cases EPA has indicated that it will require a section 5(e) consent order to ensure that
the PMN submitter actually uses the exposure controls addressed in the PMN, so that it places
no weight on submitter assurances in the PMN. In many other cases, EPA has indicated that it
will require a section 5(e) consent order based on concern about the possible lack of exposure
controls implemented by potential manufacturers other than the PMN submitter and their
customers, after the substance 1s added to the Inventory. Since the PMN submitter usually
cannot provide information on the exposure controls that such persons would use, EPA gives no
weight to the exposure controls that they might use. The result is that many or most PMNs are
effectively being regulated through section 5(e) consent orders on the basis of hazard, without
regard to the exposure controls described in the PMN. This is substantial change from past
practice and is a major cause of the backlog.

In short, EPA is taking an increasingly long time to make a “not likely to present an
unreasonable risk” determination and is doing so in fewer cases, down from 90% of cases to
perhaps less than 50% of cases. It is increasing the number of PMNs likely to receive a section
5(e) consent order, up from 4% of cases to perhaps more than 50% of cases, if not more. These
are radical shifts in how EPA makes decisions under the New Chemicals Review Program.
They have nothing to do with the fact that EPA “reset” the review period for then-pending
PMNs on June 22. They strongly suggest that over time the current backlog will continue to
grow, and grow substantially.

ACC accepts that the LCSA amendments to section 5 provide the Agency more authority to
carefully scrutinize new chemical submissions. But the amendments also make clear Congress’
intent that PMN review occur within the statutorily-mandated 90-day period. The changes EPA
has made in the program strongly suggest that the 90-day review period will be met in only a
minority of cases.

C. The Backlog Has Serious Implications

A large and growing backlog has serious implications for EPA, PMN submitters, and the public.

Having many more PMNs to address than before enactment increases the burden on EPA staff.
The burden is exacerbated by EPA’s apparent view that the majority of these are likely to require
development, initiation, and issuance of section 5(e) consent orders. EPA has many new
responsibilities under the amended TSCA. It needs to allocate its limited resources to those new
responsibilities rather than double the New Chemicals Program staff to address the doubled, and
growing, PMN backlog. The backlog means that the New Chemicals Program, previously
widely regarded as both effective and efficient, is largely paralyzed. That was not the intent of
Congress in amending section 5.

The delays mean that PMN submitters cannot get their new chemicals onto the market for
extended periods, and often then only under onerous conditions set in a section 5(e) consent
order. In some cases, those conditions may preclude commercialization, as unproven new
chemicals burdened by a section 5(e) consent order cannot compete with existing chemicals that
have no such burden, even though the new chemicals may have an improved health or
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environmental profile, or be more effective. This can have a significant impact on U.S.
innovation in the chemicals area.

Finally, the delays also mean that the public and the environment cannot benefit in a timely
manner from the economic, health, and/or environmental advantages that new chemicals held up
in the PMN backlog would provide if they were allowed to enter the market.

The current situation does not meet the requirements of section 2(c) that EPA must “carry out
this Act in a reasonable and prudent manner” and “shall consider the environmental, economic,
and social impact of any action the Administrator takes or proposes as provided under this Act.”

d. The Backlog Contravenes Congressional Intent that EPA Make PMN
Determinations in 90 Davs or Less

The current situation is not what Congress intended. The changes to section 5 — particularly the
ability for the agency to identify those PMNs for which insufficient information exists to make a
decision — indicate an enhanced ability to scrutinize new chemicals. But in amending section 5,
Congress also emphasized the need for EPA to complete its work in 90 days or less.

Although Congress recognized in section 5(c) that EPA may occasionally need more time than
90 days to complete its review of a PMN, such delays are to the be exception, not the rule.
Congress added an incentive for EPA to stay on schedule with a mandatory refund in section

S(a)4):

If the Administrator fails to make a determination on a notice under paragraph (3) by the
end of the applicable review period and the notice has not been withdrawn by the
submitter, the Administrator shall refund to the submitter all applicable fees charged to
the submitter for review of the notice pursuant to section 26(b), and the Administrator
shall not be relieved of any requirement to make such determination.

Similarly, in section 5(a)(3)(C) it actually curtailed the 90-day period where EPA makes a “not
likely to present an unreasonable risk” determination by eliminating the previous requirement
that PMN submitters wait the full 90 days before commencing non-exempt commercial
manufacture.

Moreover, the Senate Report directed EPA to meet the 90-day target whenever it can:

The Committee notes that ... consistent with current law, the Agency should continue the
practice of completing new chemical reviews within 90 days to the maximum extent
practicable. ™

In summary, the growing backlog is a serious concern for all stakeholders. It is also contrary to
what Congress intended when it amended TSCA. We offer a number of suggestions below as to
how EPA should address the problem.

'S Rep. No. 114-67, 114™ Cong., 1* Sess. (June 18, 2015) (Senate Report) at 14-15.
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2. Congress Intended the Affirmative Determination Requirement to Promote
Transparency

EPA’s approach to the obligation to determine that a PMN substance is “not likely to present an
unreasonable risk” is based on an interpretation that LCSA mandates a stronger evidentiary base,
and a different legal standard, than it used in “dropping” a PMN substance prior to enactment.

EPA should recognize that although the affirmative determination requirement does provide an
enhanced basis for review, it did not change the legal standard for review. Importantly, the
change serves an important policy objective of increasing transparency.

Congress did not regard the affirmative determination requirement as changing the review
criteria for PMNs in a meaningful way. Indeed, the affirmative determination is a mechanism
for transparency about the decisions that EPA had been making all along, but without
explanation. Additional transparency will give stakeholders other than the PMN submitter
insights into EPA’s actions and the reasons for those actions. Stakeholders who question those
actions will have several opportunities to raise objections, including through comments on a
proposed SNUR for the PMN substance; requesting EPA to identify the PMN substance as a
high-priority substance under section 6; and filing a section 21 petition or a petition under the
Administrative Procedure Act asking EPA to undertake specified activities. Thus, greater
transparency provides a check on EPA’s actions under the New Chemicals Review Program.

Pre-enactment, whenever EPA decided not to regulate a PMN substance, it offered no
explanation of that decision; it simply took no action. In many cases, the decision to “drop” a
PMN occurred as early as 15-20 days into the 90-day review period, at the focus meeting. EPA
informed the PMN submitter of that decision, but gave no explanation of the reasoning for the
decision. The PMN submitter then waited until the 90-day review period expired, after which it
could commence non-exempt commercial manufacture of the PMN substance. When EPA
published a notice in the Federal Register providing the receipt dates and 90-day due dates for
PMN, it gave the public some sense of that decision, but again, no explanation. In contrast,
where EPA did issue a section 5(e) consent order, it provided an explanation of its decision to the
PMN submitter (and to the public through FOIA, subject to section 14).

Section 5(a)(3) mandates that EPA make an affirmative determination about each PMN found to
be “not likely to present an unreasonable risk.” Under section 5(g), EPA must publish in the
Federal Register a summary of each determination that a PMN substance is “not likely to present
an unreasonable risk,” thus giving transparency to those determinations. There was no need to
require publication of an explanation of other determinations regarding unreasonable risk, since
they would be made in the resulting section 5(e) consent order or rulemaking.

The Senate Report on S. 697 identified the lack of transparency in EPA’s reviews of PMNs as a
key problem to be addressed:
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Despite the completion of many reviews of new chemicals under section 5, concerns have
been raised that it does not require EPA to make an affirmative finding that a new
chemical or significant new use is not likely to present an unreasonable risk."’

The Senate Report then observed that the requirement in the legislation for an affirmative
determination would enhance transparency:

As with other provisions of S. 697, the section ensures transparency in all EPA decisions
on new chemicals or significant new uses.'®

Nowhere does the legislative history suggest that EPA should change the substantive criteria
used for making decisions under section 5.

This added transparency may lead some stakeholders to question EPA’s decisions not to restrict
particular PMN substances. The purpose of transparency is to allow the public to understand
and, at times, question EPA’s decisions. Nevertheless, EPA should have been making defensible
decisions not to restrict PMN substances during the entire history of the New Chemicals Review
Program. Defensible decisions, of course, require sufficient information. The Agency should be
making defensible decisions post-enactment as well, without the need for more intense, time-
consuming scrutiny. Accordingly, aside from the administrative task of publishing its decisions
not to restrict PMN substances, there is no reason for delays in completing PMN reviews for
those substances determined to be “not likely to present an unreasonable risk™ despite the
affirmative determination requirement.

3. EPA Should Broaden Its Interpretation of “Not Likely to Present an Unreasonable
Risk”

a. EPA’s Interpretation Discounts the Exposure Controls in the PMN

The time-consuming scrutiny that EPA is giving PMNs before finding that they are “not likely to
present an unreasonable risk,” and the much higher rate at which it is planning to issue section
5(e) consent orders, both mean that EPA has effectively adopted stringent new criteria for a
finding that a PMN substance is “not likely to present an unreasonable risk.” It has effectively
transmuted the concept of risk to one of hazard only, by disregarding exposure controls.

That provision on “not likely to present an unreasonable risk” appears in section 5(a)(3)(C),
which provides that EPA may determine:

that the relevant chemical substance or significant new use is not likely to present an
unreasonable risk of injury to health or the environment, without consideration of costs or
other nonrisk factors, including an unreasonable risk to a potentially exposed or
susceptible subpopulation identified as relevant by the Administrator under the conditions

1> Senate Report at 3.
16 Senate Report at 14.
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of'use, in which case the submitter of the notice may commence manufacture of the
chemical substance or manufacture or processing for a significant new use.

At the December 14 hearing, Maria Doa described EPA’s standards for making a “not likely to
present an unreasonable risk” determination:

So the considerations for the “not likely to present,” generally, what you will have is
there are a couple of different scenarios that we have been looking at. One is that the
chemical has low potential for human health and environmental toxicity. It is not both
persistent and bioaccumulative. It may be persistent, but not bicaccumulative or vice-
versa, and exposure 1s considered but that consideration of exposure, we do not anticipate
that there will be risks. A second type of scenario is where the toxicity is higher, but the
information on all the exposure scenarios that we have considered do not present
unreasonable risk. And this includes foreseen uses. The third scenario would be you
have the potential for higher toxicity, but the exposure is self-limiting, such as
physical/chemical property, something that would impede the potential for exposure.'’

Those appear to be the only scenarios that EPA would accept as establishing that a PMN
substance is “not likely to present an unreasonable risk.” While those scenarios are
unobjectionable, they exclude other scenarios that should also qualify as “not likely to present
and unreasonable risk.”

For example, in many cases, there may be potential for toxicity, but the exposure controls in the
PMN would be sufficient to prevent exposure, resulting in low risk. EPA does not appear to
regard this scenario as sufficient to establish “not likely to present an unreasonable risk.” ACC
members and speakers at the December 14 meeting indicated that EPA is insisting on section
5(e) consent orders that would require the PMN submitter to implement the controls it described
in its PMN.

EPA may be discounting the exposure controls described in PMNs because they are not
enforceable through a section 5(e) consent order. It is also requiring section 5(e) consent orders
where those enforcement controls would, if implemented, be sufficient to address concerns from
the activities of the PMN submitter and its direct customers, but would not necessarily be
followed by other manufacturers of the PMN substance after it is added to the Inventory and
their customers. This puts the PMN submitter in an impossible situation, since it cannot commit
other manufacturers to use particular exposure controls. The end result is that EPA is largely
disregarding the exposure side of the risk equation, and requiring section 5(e) consent orders
based primarily on concerns about hazard.

This is not what Congress had in mind with respect to the term “unreasonable risk” and its
variations in the statute. Congress wanted EPA to consider exposure, and exposure controls, as
well as hazard — the elements that together constitute an enhanced level of review for PMNs. By
insisting in many cases that any exposure controls be enforced by a section 5(e) consent order,
EPA is veering dangerously into a hazard-based regulatory system under section 5.

" Transcript at 6.
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b. EPA Should Relv on the Exposure Controls in the PVMN

For the first 35 years of the New Chemicals Review Program, EPA was usually satisfied that a
PMN submitter would indeed implement the controls that it had described. Where
implementation of the described controls would preclude a finding of “may present an
unreasonable risk,” the possibility that a PMN submitter would not implement the controls was
not sufficient to support a section 5(e) consent order based on a finding of “may present an
unreasonable risk.” Now, although Congress did not mandate such a change in the legislation,
EPA has apparently — and without explanation — changed its approach.

The explanation may be that EPA considers that it is “reasonably foreseeable” that the PMN
submitter would not implement those controls, and it feels that that possibility precludes a
determination that a PMN substance is “not likely to present an unreasonable risk.”

According to Merriam-Webster, definitions for “likely” include “having a high probability of
occurring or being true” and “very probable.”"® In contrast, “possible” implies a much lower
probability, with a definition of “being within the limits of ability, capacity, or realization.”"’

In other words, to find that a PMN substance is “not likely to present an unreasonable risk,” EPA
must find that there is not a “high probability” of the risk occurring, or that such a risk is not
“very probable.” Often, a PMN submitter describes exposure controls in its PMN that it intends
to implement prior to commercialization and which, if implemented, would preclude a “may
present an unreasonable risk” determination. In that case, it is certainly not “highly probable” or
“very probable” that the PMN submitter will not implement those controls, unless EPA has clear
evidence to the contrary. EPA should find there that the PMN substance is “not likely to present
an unreasonable risk.”

At one point during the Congressional consideration of the LCSA, some stakeholders advocated
for a different standard: “likely not to present an unreasonable risk.” Their sense was that it
would be more difficult for EPA to make that finding, and accordingly there would be more
section 5(e) consent orders. Under that language, arguably EPA would have had to find that it
was likely, i.e., there was a “high probability” that the PMN substance would not present an
unreasonable risk.

That wording was not accepted, however. The language that was accepted, “not likely to present
an unreasonable risk,” implies the absence of sufficient evidence to establish that occurrence of
an unreasonable risk has a “high probability” or is “very probable.” Thus, EPA should not
regard “not likely to present an unreasonable risk” as though it had that more restrictive wording.

'8 See hitps:/www.merriam-webster.con/dictionarv/likely.
¥ See hitps://www.merriam-webster.con/dictionary/possible.
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4, EPA Should Recognize That the “Not Likelv to Present an Unreasonable Risk”
Standard Differs Little From What Applied Prior to Enactment

When EPA decides that a PMN substance is “not likely to present an unreasonable risk,” it is
effectively deciding that a section 5(e) consent order (or a rule under section 5(f) based on a
finding that the substance “presents an unreasonable risk™) is not appropriate.

It is not necessary for EPA to define new scenarios that will allow it to make a “not likely to
present an unreasonable risk” determination. That standard is essentially the same as that which
EPA used in deciding to “drop” PMNs prior to enactment. That standard was that the PMN
substance did not meet the standards for issuance of a section 5(e) consent order (or a rule under
section 5(f) based on a finding that the PMN substance “presents an unreasonable risk”).

The LCSA did amend the relevant language for issuing section 5(e) consent orders. Prior to
June 22, the relevant language was that in section 5(e)(1)(A), where EPA issued consent orders
based on the following:

@ the information available to the Administrator is insufficient to permit a reasoned
evaluation of the health and environmental effects of a chemical substance with
respect to which notice is required by subsection (a); and

(1) (1) in the absence of sufficient information to permit the Administrator to make
such an evaluation, the manufacture, processing, distribution in commerce, use,
or disposal of such substance, or any combination of such activities, may present
an unreasonable risk of injury to health or the environment ...

Thus, the key standard was, and remains, “may present an unreasonable risk.” In about 90% of
cases, EPA was able to find that a PMN substance did not meet that standard, and it allowed
commercialization without a section 5(e) consent order.

Under section 5(a)(3)(B)(1) of TSCA as amended, the “insufficient information” provision is
now an independent basis for a section 5(e) consent order. Otherwise, section 5(a)(3)B)(ii)(I) is
now the key provision, and it is clearly modeled on section 5(e)(1 )} AXii)(1):

(i)  (I) in the absence of sufficient information to permit the Administrator to make
such an evaluation, the manufacture, processing, distribution in commerce, use, or
disposal of such substance, or any combination of such activities, may present an
unreasonable risk of injury to health or the environment, without consideration of
costs or other nonrisk factors, including an unreasonable risk to a potentially
exposed or susceptible subpopulation identified as relevant by the Administrator

“May present an unreasonable risk™ has not changed. Only the following changes have been
made:

e The reasonableness of the risk is to be determined “without consideration of costs or
other nonrisk factors”

11
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e The determination must consider the risks to “a potentially exposed or susceptible
subpopulation identified as relevant by the Administrator”

These factors are also included in EPA determinations that a PMN substance is “not likely to
present an unreasonable risk” under section 5(a)(3)(C).

As amended, section 5 now requires EPA to make its “may present an unreasonable risk”
determinations on the basis of risks to health or the environment, without considering economic
or other factors. ACC understands that such factors were never a significant part of EPA’s
assessment of PMNs during the 35 years of the New Chemicals Review Program prior to June
22. Those factors were critical in determinations under section 6 of whether a chemical such as
asbestos “presents an unreasonable risk,” but not under section 5.%°

EPA now has an express requirement to consider the risks to workers or other potentially
exposed or susceptible subpopulations. This requirement codifies the practice EPA had certainly
adopted under TSCA before amendment. It would be startling to learn that EPA had not been
doing that throughout the New Chemicals Review Program prior to the LCSA. Indeed, many
section 5(e) consent orders issued prior to LCSA contain provisions addressing workplace
protections or effectively prohibiting distribution to consumers. Likewise, EPA must have been
considering potential exposures to children in the past, and it would be similarly startling if EPA
had not done that in the past. Congress’ decision to articulate the considerations that EPA has
been using all along should not trigger a change to EPA’s decision-making about “may present
an unreasonable risk.”

In short, nothing in new section 5(a)(3)(B)(i1)(I) justifies the abrupt and dramatic increase in the
number of section 5(e) consent orders now under consideration by EPA, or EPA’s corresponding
refusal to allow commercialization without a consent order where, prior to enactment, it would
have allowed such commercialization.

5. EPA Should Revise Its Interpretation of the Phrase “Reasonably Foreseen”

EPA regards the “reasonably foreseen” phrase in the definition of “conditions of use” (as that
term is used in amended section 5), as a mandate for a much-expanded scope of review of a
PMN substance. That expanded scope of review is apparently leading to many more section 5(e)
consent orders than was the case pre-enactment. All those section 5(e) consent orders are
contributing substantially to the backlog of PMN reviews. EPA is misapplying that term in its
review of PMNs.

a. EPA Erroneously Considers “Reasonably Foreseen” to Expand the Scope of
PMN Review

The term “reasonably foreseen” appears in the definition of the term “conditions of use” in
section 3(4), which provides:

** In his congressional testimony on TSCA legislation, Assistant Administrator Jim Jones lamented the requirement
n section 6 to balance costs and benefits. In contrast, he had few, if any, criticisms of section 5.

12
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The term “conditions of use” means the circumstances, as determined by the
Administrator, under which a chemical substance is intended, known, or reasonably
foreseen to be manufactured, processed, distributed in commerce, used, or disposed of.

At the December 14 hearing, Jeff Morris commented on the phrase “reasonably foreseen™:

Also the new element to the law is that, as we have interpreted the statute, the conditions
of use around which we evaluate a new substance include not only the use of identified in
N o

the premanufacture notice, but also any reasonably foreseen uses.*’

Maria Doa even provided an example of where EPA would issue a section 5(e) consent order
based solely on the uses which someone other than the PMN submitter might use in
manufacturing the substance after it is added to the Inventory:

The PMN substance is made [by the PMN submitter] in a way in which there is no free
reactive moiety in the chemical substance. However, once it’s on the inventory, it can be
made in a way such that there will be this reactive moiety in the chemical substance. And
from what we know about the chemical and the reactive moiety, we know a lot about the
foreseen uses and there will be a potential for both worker and consumer exposure from
the uses of these chemicals. So the chemical here may present an unreasonable risk to
health based on the foreseeable uses.*

EPA’s reasoning appears to be that “reasonably foreseen” requires it to consider conditions of
use not intended by the PMN submitter nor reasonably to be anticipated from the conditions of
use that are described in the PMN. Instead, it apparently believes that it is now required to
consider conditions of use that reasonably may be foreseen from activities by persons other than
the PMN submitter and its direct customers,” such as other manufacturers and their downstream
customers, once the PMN substance is added to the Inventory.

b. Section 5(e) Consent Orders Based on Foreseen Uses by Third Parties Serve
No Function

EPA’s reasoning is flawed, as explained below. But before critiquing the reasoning, ACC must
point out a practical problem for which EPA appears to have no response: a section 5(e) consent
order issued to a PMN submitter based on foreseen uses by persons other than the PMN
submitter and its direct customers has no regulatory effect — thus, it serves no purpose.

Consider the example presented in the preceding section. The PMN submitter there proposes to
manufacture the PMN substance in a manner that does not create a free reactive moiety, the

! Transcript at 2.

** Transcript at 9.

# Only EPA and the PMN submitter sign a section 5(e) consent order, so the PMN submitter’s direct customers are
not signatories. Some consent orders contain provisions prohibiting the PMN submitter from distributing the PMN
substance to its direct customers who do not agree in writing to comply with certain of the consent order provisions.
Thus, the direct customers may become contractually bound to comply with the specified provisions.
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subject of EPA’s concern. A section 5(e) consent order prohibiting the PMN submitter from
manufacturing the substance in a manner that does create the free reactive moiety would have no
practical effect, since the PMN submitter was not going to do that anyway. In addition, a section
5(e) consent order would have no effect on subsequent manufacturers who might begin to
manufacture the substance after it is added to the Inventory in a manner that does create the free
reactive motety. They are the persons whom EPA wants to restrict. Yet they are not signatories
to the consent order. They remain unaffected by it. EPA must still promulgate a SNUR in order
to restrict their manner of manufacture. EPA has accomplished nothing useful by prohibiting the
PMN submitter from doing what it had no intention of doing. However, it has delayed
completion of the PMN review process by months while developing, negotiating, and then
issuing the consent order.

ACC understands from its members that many of the backlogged PMN substances are facing
section 5(e¢) consent orders due solely to uses that EPA foresees on the part of persons other than
the PMN submitter and its direct customers. The futility of EPA’s insistence on section 5(e)
consent orders in this situation is causing major disruptions of the New Chemicals Review
Program. It is certain that Congress intended no such change in the program. In legal parlance,
such orders may be regarded as “arbitrary or capricious” since they do not effectuate any
protection of health or the environment.

¢. “Reasonably Foreseen” Does Not Appear in Section 5(a)}(3)}(B), Pertaining to
Determinations to Issue Section 5(e) Consent Orders

Significantly, the phrase “conditions of use” (with its “reasonably foreseen” language) is not
applicable to determinations triggering the issuance of section 5(e) consent orders as provided in
section 5(a)(3)(B).

That provision directs EPA to issue section 5(e) consent orders if it makes certain
determinations.** That provision identifies three determinations that can trigger a section 5(e)
consent order:

' For reference, section 5(2)(3) provides:

REVIEW AND DETERMINATION.—Within the applicable review period, subject to section 18, the

Administrator shall review such notice and determine—

(A) that the relevant chemical substance or significant new use presents an unreasonable risk of injury to

health or the environment, without consideration of costs or other nonrisk factors, including an

unreasonable risk to a potentially exposed or susceptible subpopulation identified as relevant by the

Administrator under the conditions of use, in which case the Administrator shall take the actions required

under subsection (f);

(B) that—
(i) the information available to the Administrator is insufficient to permit a reasoned evaluation of
the health and environmental effects of the relevant chemical substance or significant new use; or
(i1) () in the absence of sufficient information to permit the Administrator to make such an
evaluation, the manufacture, processing, distribution in commerce, use, or disposal of such
substance, or any combination of such activities, may present an unreasonable risk of injury to
health or the environment, without consideration of costs or other nonrisk factors, including an
unreasonable risk to a potentially exposed or susceptible subpopulation identified as relevant by
the Administrator; or

14
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e The first, under section 5(a)(3)(B)(1), is that there is “insufficient information” available
to make a reasoned evaluation. That provision does not include the phrase “conditions of
225
use.

e The second, under section 5(a)(3)(B)(ii)(), is that the PMN substance “may present an
unreasonable risk.” That provision does not include the phrase “conditions of use” either,
although its restatement in section 5(e)(1)(A)(II) does.*

e The third, under section 5(a)(3)(B)(ii)(I), is that the PMN substance will be produced in
“substantial quantities” and that there will be “substantial or significant” exposure to the
PMN substance. Like the other determinations triggering a section 5(e) consent order,
that provision does not contain the phrase “conditions of use.”

Accordingly, EPA should not apply any interpretation of “reasonably foreseen” to a
determination to issue a section 5(e) consent order.

The phrase “conditions of use” appears twice in section 5(a)(3). It is part of section 5(a}(3)(A),
which directs EPA to conduct rulemaking if it determines that a PMN substance presents an
unreasonable risk. EPA is likely to make that determination rarely, if ever. Thus, that provision
may be disregarded for present purposes.

The other place “conditions of use” appears is in section 5(a}(3)(C), where EPA determines that
a PMN substance is “not likely to present an unreasonable risk” under the “conditions of use.”
It is in this context that EPA’s interpretation of “reasonably foreseen” should be examined.

d. Consress Intended That “Reasonablv Foreseen” as Used in Section 5 Refers
to Conditions of Use Related to the PMN Itself, Not to Those of Third Parties

EPA has erred in concluding that, in the PMN context, “reasonably foreseen” can refer to
persons other than the PMN submitter and its direct customers. It has erred in construing that

(II) such substance is or will be produced in substantial quantities, and such substance either enters
or may reasonably be anticipated to enter the environment in substantial quantities or there is or
may be significant or substantial human exposure to the substance, in which case the
Administrator shall take the actions required under subsection (¢); or
(C) that the relevant chemical substance or significant new use is not likely to present an unreasonable risk
of injury to health or the environment, without consideration of costs or other nonrisk factors, including an
unreasonable risk to a potentially exposed or susceptible subpopulation identified as relevant by the
Administrator under the conditions of use, in which case the submitter of the notice may commence
manufacture of the chemical substance or manufacture or processing for a significant new use.
» Similarly, where that provision is restated in section 5(e)(1)(A)(i) that restatement does not include the term
“conditions of use.”
*8 The inconsistency between the two provisions creates ambiguity indicating that Congress did not consider that
“conditions of use” be a critical factor in deciding whether to issue a section 5(¢) consent order.
" Where that provision is restated in section 5(e)(1)(A)(ii)(II), that restatement does not include the term “conditions
of use.”
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phrase to mean that it must speculate about the conditions of use that may occur once a PMN
substance is added to the Inventory and anyone can manufacture or process it.

On the contrary, the Senate Report emphasized that “reasonably anticipated” (a clear reference to
“reasonably foreseen”) exposures should be considered “consistent with existing law” and that
the PMN submitter (who has no knowledge of the conditions of use of anyone besides itself and
its direct customers) must submit the information on those exposures:

Consistent with existing law, the PMN submitter must provide EPA all available relevant
information, including information on the intended conditions of use and reasonably
anticipated exposures. The Committee intends that the review of the PMN should be
conducted in that context.”®

It is clear from this statement that Congress expected that the current PMN regulations would
govern the information that EPA is to consider in reviewing PMNs. Those regulations require a
PMN submitter to provide exposure-related information both for sites controlled by the submitter
and for sites not controlled by the submitter, including the “categories of use.”’ Yet EPA has
never interpreted those long-standing regulations to require information about uses by other
manufacturers of the PMN substance after it is added to the Inventory, as EPA is now
demanding. In LCSA, Congress considered that “reasonably anticipated exposures” would be
those resulting from the activities of the PMN submitter and, possibly, those of its direct
customers. Congress did not require speculation about what might occur once third parties can
manufacture the PMN substance following its addition to the Inventory.

What does “reasonably foreseen” mean in the context of section 5(a)(3)(C)? As noted above,
“conditions of use” refers to “the circumstances ... under which a chemical is intended, known,
or reasonably foreseen to be manufactured, processed, distributed in commerce, used, or
disposed of.” The phrase “reasonably foreseen” thus modifies “intended” and “known.”
In H.R. 2576 as passed by the House in 2015, the phrase was “intended conditions of use.”’
Similarly, in the original bipartisan bill introduced by Senator Lautenberg and Senator Vitter and
others in 2013, S. 1009, the term was “intended conditions of use.”' That was later changed to
“conditions of use” in the subsequent Senate bill and the final legislation in recognition that there
could be reasonably foreseeable uses that are neither intended nor known. Nevertheless, the
emphasis remained on “intended, known” conditions of use (those described in the PMN) and
any conditions of use which may be “reasonably foreseen” from those uses.

*® Senate Report at 15.

40 C.FR. § 720.45(D-(h).

OH.R. 2576, 114™ Cong., 1™ Sess. (July 28, 2015), § 3 (“The term ‘intended conditions of use’ means the
circumstances under which a chemical substance is intended, known, or reasonably foreseeable to be manufactured,
processed, distributed in commerce, used, and disposed of.”).

15,1009, 113™ Cong., 1 Sess. (May 22, 2013), § 3. Even that version included the concept of reasonable
foreseeability. The definition of “intended conditions of use” read, “The term ‘intended conditions of use’ means
the circumstances under which a chemical substance is intended or reasonably anticipated to be manufactured,
processed, distributed in commerce, used, and disposed of.”
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Under section 6, where many people may use a chemical substance, it may be appropriate to
consider a broad range of reasonably foreseeable occurrences. As explained by the House
Report on H.R. 2576, which did not propose to amend section 5:

The Committee expects that the Agency will generally interpret this [phrase, “intended
conditions of use”] to mean intended by the manufacturer, known by the manufacturer or
the public, or reasonably foreseeable by the manufacturer or the Administrator.”

Under section 5(a)(1), which focuses just on PMNs, however, it is only appropriate to consider
just what is reasonably foreseeable from the intended uses defined in the PMN, and which relate
to the PMN submitter and its direct customers.

Insight should come from the Consumer Product Safety Act. Case law has established that the
risks to be evaluated under that statute include “reasonably foreseeable misuse.”” Similarly, in
tort law, the manufacturer must warn against “reasonably foreseeable misuse.”* For PMNs
substances, spills by the PMN submitter or its direct customers may be “reasonably foreseen”
misuse that EPA should consider.

Thus, in the PMN context, EPA may consider the potential, “reasonably foreseen,” misuse by the
PMN submitter or its direct customers, such as the potential for spills. For example, where the
PMN indicates that the PMN submitter or its direct customers will handle the PMN substance in
open (rather than closed) processes, EPA may reasonably expect that spills may occasionally
occur. EPA should evaluate whether the potential for spills from the intended uses prevents EPA
from making a “not likely to present an unreasonable risk” finding under section 5(a}(3)(C).

However, in the PMN context, it is not reasonable for EPA to consider whether spills or other
reasonably foreseeable uses by persons other than the PMN submitter and its direct customers
after the PMN substance is added to the Inventory prevent EPA from making a “not likely to
present an unreasonable risk” finding under section 5(a)(3)(C).

This is apparent from the text of section 5(a)(2)(D). One of the enumerated factors that EPA
must consider before promulgating a SNUR is:

the reasonably anticipated manner and methods of manufacturing, processing,
distribution in commerce, and disposal of a chemical substance.

That factor well captures the idea behind the term “conditions of use” as applied to persons other
than the PMN submitter and its direct customers. “Reasonably anticipated” is essentially

H.R. Rep. No. 114-176 (June 23, 2015), at 22.

B See, e.g., Southland Mower Co. v. CPSC, 619 F.2d 499 (5™ Cir. 1980) (“Congress intended for injuries resulting
from foresecable misuse of a product to be counted in assessing risk. Aqua Slide, 569 F.2d at 841. See S.
Rep.No0.92-749, 92d Cong., 2d Sess. 14, 92 Cong. Rec. 36198 (1972) (remarks of Sen. Moss) (risk of injury
“associated with” consumer products, 15 U.S.C. § 2052(a)(3), to be regulated by CPSC includes risks of injury
resulting from “exposure to or reasonably foresecable misuse of a consumer product.”).

 See, e. g., Stults v. International Flavors & Fragrances, Inc., 31 F. Supp. 3d 1015 (N.D. Iowa 2014) (citing cases).
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synonymous with “reasonably foreseen.”””> Unlike EPA’s review of PMNs, however, a SNUR is
not limited to the “manner and methods” of the PMN submitter and its direct customers. Instead,
in the SNUR context, EPA should consider (and apparently has, since the inception of the New
Chemicals Review Program) the “manner and methods” of anyone who may manufacture,
process, distribute, or dispose of the chemical substance.

Thus, Congress effectively directed EPA in promulgating SNURSs to consider the “reasonably
foreseen” conditions of use of persons other than, or in addition to, the PMN submitter and its
direct customers. With that understanding, it is unsupportable for EPA to conclude that it must
consider exactly the same thing in evaluating PMNs, or that it must issue section 5(¢) consent
orders where a SNUR would be appropriate based on that factor.

e. Nothing in the Legislative Historv Indicates that “Conditions of Use” Alters
EPA’s Substantive Review of PMNs

As noted earlier, ACC agrees that LCSA enhanced EPA’s PMN review authority, particularly to
assure that sufficient information existed to make a determination whether a new chemical poses
an unreasonable risk or not. Notably, however, Congress provided no indication that the term
“conditions of use” should be interpreted to change the review standard for new chemicals. If
Congress had intended the term “conditions of use” to substantially alter EPA’s evaluation of
PMNs, it surely would have indicated that. Congress expressed no concern with EPA’s
evaluation of PMNs or an intention that EPA should change its approach to that evaluation.

For example, Congress did not express concern that EPA had been allowing unsafe chemical
substances to enter the marketplace without restriction. Indeed, EPA’s historical implementation
of section 5 was widely praised by witnesses at both the Senate and the House hearings. Several
stakeholders urged Congress not to amend section 5 at all, since that was one part of TSCA that
was working extremely well. EPA itself believes that section 5 as implemented pre-enactment
was very effective at keeping unsafe new chemical substances off the market.”

The House bill, H.R. 2576, reflected that viewpoint. As passed by the House of Representatives
in 2015, it had no provision amending section 5.”’

The Senate bill, S. 697, did include language amending section 5. However, the Senate Report
on that bill had no criticism of EPA decisions not to restrict PMN substances, other than the fact
that EPA provided no explanation of those decisions:

> “Foreseeability” and related terms are commonly defined as “reasonably anticipated.” See, e.g., West's
Encyclopedia of American Law, edition 2 (2008) (“Foreseeability” means “The facility to perceive, know in
advance, or reasonably anticipate that damage or injury will probably ensue from acts or omissions.”).

% See, e.g., EPA, Fiscal Year 2017, Justification of Appropriation (Feb. 2016),
https://www.epa.gov/sites/production/files/2016-02/documents/fv 1 7-congressional-justification.pdf, at 517
(consistently high marks on EPA’s own metric, “Percent of new chemicals or organisms introduced into commerce
that do not pose unreasonable risks to workers, consumers, or the environment™),

T H.R. 2576 (as passed by the House on June 23, 2015 by a vote of 398-1).
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Despite the completion of many reviews of new chemicals under section 5, concerns have
been raised that it does not require EPA to make an affirmative finding that a new
chemical or significant new use is not likely to present an unreasonable risk.”

It is not clear that Congress even gave much thought to the application of the term “conditions of
use” to PMN reviews. This may be reflected in the omission of references to the term in section
5(a)}(3)(B), as discussed above. The Senate Report focused instead on use of the term in section
6:

“Conditions of Use” is a term used throughout S. 697 to describe the context in which
EPA will apply the safety standard in safety assessments and determinations. The term
means the “intended, known, or reasonably foreseeable circumstances” under which a
chemical substance is manufactured, processed, distributed in commerce, used or
disposed of. The term is not intended to include “intentional misuse” of chemicals.*

The phrase “safety assessments and determinations” corresponds to the phrase “risk evaluations”
in the final legislation. Thus, Congress saw the term as primarily intended to affect risk
evaluations under section 6.*° There is no evidence that it gave any consideration to how
referring to “conditions of use” in section 5 might affect EPA’s review of PMNs. Certainly,
Congress expressed no intention to upend the New Chemicals Review Program by mandating a
much more expansive scope to PMN reviews.

6. EPA Should Pursue Alternatives to Section 5(e) Consent Orders

a. EPA Should Discuss Options with the PMN Submitter Immediatelv After the
Focus Meeting

With EPA setting a very challenging standard for “not likely to present an unreasonable risk,”
EPA’s default approach has been to presume that a section 5(e) consent order will be necessary
in most cases. This is an unnecessarily narrow approach that is contributing to the backlog.

One practical option available to EPA is to discuss its initial concerns with the PMN submitter
immediately after the focus meeting, which typically held on Days 15-20 of the PMN review
period. This discussion may identify paths to avoid the need for a section 5(e) consent order.

In the discussion, EPA should explain to the PMN submitter its initial concerns. This may allow
the PMN submitter to respond to questions underlying those initial concerns; to correct
misimpressions; and to offer information or changes to exposure controls which may effectively
resolve those initial concerns.

** Senate Report at 3.

** Senate Report at 7.

¥ See also Cong. Rec. $3519 (June 7, 2016) (remarks of Sen. Vitter responding to a question on how “conditions of
use” should be applied by EPA in risk evaluations under section 6).
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For example, the PMN submitter may not have recognized that EPA may regard “disposal” of
wastes to include disposal to a regular landfill, whereas the PMN submitter had planned to
dispose of wastes only in a hazardous waste landfill. Alternatively, the PMN submitter could
offer to amend its planned practices to send wastes to a hazardous waste landfill.

The discussion could identify information that would help EPA resolve its concerns. This is
particularly useful where EPA may be considering a section 5(e) consent order based on
“insufficient information.” While PMN submitters are required to submit all available health and
safety studies, a concern about hydrolysis, for example, may trigger a more detailed search that
uncovers an existing hydrolysis study (e.g., as submitted to a foreign regulatory body).
Alternatively, the PMN submitter may volunteer to conduct a hydrolysis study.

The PMN submitter may be able to refer EPA to previous evaluations of the PMN substance by
EPA’s foreign counterparts, e.g., in China or under REACH. Although those evaluations would
not be binding on EPA, they may be influential.

Such discussions can develop a variety of alternatives to a section 5(e) consent order. They
should take place as early in the review period as possible, preferably immediately after the focus
meeting,.

b. EPA Should Encouragse Use of the “Binding Option” Without Requiring a
Section S(¢) Consent Order, or by Using an Expedited Consent Order
Process

Where EPA would otherwise plan to issue a consent order based on concern that the PMN
submitter would not implement the described controls, EPA should simply ask the submitter to
amend its PMN to select the “binding option” for the relevant controls. In that way, the PMN
submitter will commit to implement those controls, and EPA can proceed to make a
determination of “not likely to present an unreasonable risk.”

Heretofore, EPA has considered selection of a “binding option” to be an invitation to agree to a
section 5(e) consent order, because it did not regard a “binding option” to be binding in the
absence of such an order.*' However, EPA should regard selection of a “binding option™ to be a
commitment by the PMN submitter. Page 2 of the PMN form requires the submitter to make the
following certification:

"' See EPA PMN Instruction Manual (2015) at 16-17 (“Indicating a willingness to be bound by the terms of your
PMN notice does not by itself prohibit the submitter from deviating after the end of the review from the information
(except chemical identity) which had been reported in EPA Form 7710-25 (unless the submitter and the Agency
enter into a binding TSCA section 5(e) Consent Order), but it does provide a starting point for discussions between
EPA and the submitter. A checked box can help EPA and the PMN submitter negotiate efficiently in the
development of 5(e) consent orders and help the Agency promulgate Significant New Use Rules (SNURs) for those
new chemical substances that the Agency determines may present an unreasonable risk if certain control actions are
not implemented. The purpose of the binding box is to reduce delays that can slow the development of consent
orders absent such prior agreement.”). ACC notes, however, that a section 5(e) consent order need not be necessary
n many cases involving binding options.
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I hereby certify to the best of my knowledge and belief that all information entered on
this form is complete and accurate ....

Any knowing and willful misrepresentation is subject to criminal penalty pursuant to 18
US.C.§1001.

That certification may include selection of a “binding option” for particular controls. EPA has
significant remedies if the PMN submitter makes a “binding option” selection and does not meet
that commitment, including criminal prosecution for knowing and willful misrepresentation.

PMN submitters are often reluctant to select the “binding option” because of concern that in the
future alternative controls may become available that provide equal or greater protection to
health and the environment, yet they would be unable to make changes to controls for which
“binding option” was selected. EPA could facilitate selection of “binding option” by revising the
PMN Manual to explain that a “binding option” is a commitment of the PMN submitter for
which it may be held accountable, and to indicate that if, after commercialization, the PMN
submitter would prefer to change controls, it may simply send EPA a letter explaining the basis
for the change and requesting EPA’s approval. EPA could respond by letter approving the
change, disapproving it, or suggesting alternative approaches. In this way, the “binding option”
process could be made more effective and could be a much more efficient approach than
requiring a section 5(e) consent order.

Alternatively, if EPA does insist on a section 5(e} consent order to ensure that a “binding option”
selection 1s indeed binding, it could revise the current cumbersome process with an expedited
one. A section 5(e) consent order in this context could be quite brief, a few pages at most,
committing the PMN submitter to use the exposure controls for which it has selected a “binding
option.” Such consent orders could also have an expedited process for amendments based on a
satisfactory showing by the PMN submitter that different controls would provide equal or greater
protection. ACC believes, however, that superimposing a section 5(e) order on top of a binding
option commitment is substantially more cumbersome than needed to provide EPA compliance
assurance. Again, this result would be in sharp distinction to pre-LCSA practice.

C. EPA Should Resume Issuance of Non-Section S5(e}) SNURSs

EPA’s SNUR authority in section 5(a)(2) complements its PMN authority in section 5(a)(1).
Congress recognized this by directing in section S(f)(4) that after 1ssuing a section 5(e) consent
order for a PMN substance, EPA must, within 90 days, consider promulgating a SNUR for that
substance. EPA has an expedited process for issuing such section 5(¢) SNURs in 40 C.F.R. §
721.160.

Sometimes the uses described in a PMN do not raise a substantial concern, but potential uses by
others after the PMN substance is added to the Inventory do. Historically, EPA has used a
SNUR to address those concerns. In those contexts it has not also issued a section 5(e) consent
order, since the PMN submitter’s actions did not raise those concerns, and a section 5(e) consent
order would have done nothing to redress those concerns. EPA has an expedited process for
issuing such non-section 5(e) SNURs in 40 C.F.R. § 721.170.
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Since enactment, EPA has halted issuance of non-section 5(¢) SNURs. Instead, in every instance
where previously it would have issued a non-section 5(¢) SNUR, it is planning to issue a section
5(e) consent order to be followed by a SNUR. This abandonment of the non-section 5(e) SNUR
mechanism has contributed to the backlog by driving EPA to develop, negotiate, and issue
section S(e) consent orders that previously would have been unnecessary.

Non-section 5(e) SNURSs serve an important function. EPA adopted the expedited process for
promulgating non-section 5(¢) SNURs that appears in 40 C.F.R. § 721.170 because “a non-
section 5(e¢) SNUR may be the least burdensome regulatory alternative for the Agency to
pursue.”* In doing so, it advanced the policies of section 2(b)(3), that “authority over chemical
substances and mixtures should be exercised in such a manner as not to impede unduly or create
unnecessary economic barriers to technological innovation while fulfilling the primary purpose
of this Act to assure that such innovation and commerce in such chemical substances and
mixtures do not present an unreasonable risk of injury to health or the environment.” As
explained in the 1995 preamble adopting that regulation:

A non-section 5(e) SNUR is typically appropriate for PMNs on chemical substances
expected to be toxic but where the PMN indicates the submitter’s intention to limit
activities, implement control measures, or otherwise adequately mitigate human
exposures and environmental releases. Activities described in such PMNs may not
present an unreasonable risk of injury to human health or the environment so as to
warrant the issuance of an Order under section 5(e) of TSCA [followed by promulgation
of a section 5(e} SNUR], but deviations from the described activities may present an
unreasonable risk warranting the imposition of regulatory controls via a section 5(e)
Order. In those cases, a non-section 5(¢) SNUR may be the least burdensome
regulatory alternative for the Agency to pursue, as it will allow the PMN submitter to
proceed with planned activities while requiring notification to, and review by, EPA for
activities which have not been reviewed.”

EPA concluded that the use of non-section 5(e) SNURs would “eliminate unnecessary section
5(e) Orders” then being issued to PMN submitters:

Thus, this rule amendment is intended to eliminate unnecessary section 5(¢) Orders and
should not itself increase the number of new chemical substances regulated by EPA via
SNURs under section S of TSCA. Rather, substances that would formerly have been
regulated by 5(e)-SNURs may now be regulated by non-section 5(¢) SNURs.**

EPA’s new refusal to promulgate non-section 5(e) SNURSs returns the Agency to the exact
situation that the adoption of § 721.170 in 1995 was designed to avoid: issuance of unnecessary
section 5(e) consent orders.

2 See footnote 43.
60 Fed. Reg. 16311, 16313 (Mar. 29, 1995) (emphasis added).
* 60 Fed. Reg. at 16313.
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Unnecessary section 5(e) consent orders hurt all parties. EPA is burdened with the additional
work of drafting, negotiating, and adopting those unnecessary orders. PMN submitters are
burdened by the delay of waiting for EPA to draft the orders, negotiating them with EPA, and
then waiting for EPA to issue the orders. The public and the environment are burdened from the
same delay, as mnovative technology and greener chemicals are kept from the market for
sometimes extended periods.

If EPA continues to refuse to promulgate non-section 5(¢) SNURs, at a minimum it should
explain why section 5(e) consent orders are not “unnecessary,” and how the new policy advances
the policies of section 2(b)(3).

Yet that is the situation EPA is embracing by declining to issue any more non-section 5(e)
SNURs. EPA has many demands on its scarce resources with implementation of TSCA as
amended. It should not needlessly divert resources to issue unnecessary section 5(e) consent
orders.

The futility of issuing “unnecessary” section 5(e) consent orders is manifest. Such orders only
apply to PMN submitters and, perhaps, their direct customers. Whereas a non-section 5(e)
SNUR would efficiently address concerns raised by persons other than the PMN submitter and
its direct customers, a section 5(e) consent order in that context would have no helpful eftect at
all.

EPA has not explained why it has abandoned the non-section 5(¢} SNUR mechanism.
Presumably, it is because its interpretation of “reasonably foreseen” has convinced it that it must
issue a section 5(e) consent order even when the concerns that it foresees are not raised by the
PMN itself, but instead by others after the PMN substance is added to the Inventory. As
discussed above, EPA is misinterpreting “reasonably foreseen” in the PMN context. It should
recognize that issuing a section 5(e) consent order in this context is meaningless and only slows
down the review process, to the detriment of all stakeholders.

CONCLUSION

ACC agrees that the LCSA made some important changes to section 5 of TSCA. EPA now has
a mandate to ensure that sufficient information exists to make a decision. EPA must explicitly
account for potential exposures to humans, codifying EPA’s past practice. EPA must be more
transparent about how it reaches decisions in the New Chemicals Program. But the changes in
section 5 were clearly not intended to have a significant negative impact on the operation of the
program as a whole. EPA’s implementation of its new section 5 authority has created a large
and growing backlog of PMNs awaiting final determinations. The problem is getting worse, not
better. EPA should take the following steps to redress the problem:

e It should acknowledge that the current delays are not a temporary phenomenon that will
pass as EPA works through the backlog of PMNs for which it “reset” their review
periods. Instead, it should take responsibility for the current situation and take steps to
redress it.
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e [t should recognize that the affirmative determination requirement for PMN substances
found to be “not likely to present an unreasonable risk” does not affect the substantive
standard for review..

e It should acknowledge that the standard of “not likely to present an unreasonable risk™ is
not significantly different from the standard it used pre-enactment to determine that no
section 5(e) consent order or other restriction was necessary.

e It should consider exposure controls, and ensure that PMN decisions are made on the
basis of risk, not hazards.

e [t should stop requiring a section 5(e) consent order in situations where the PMN
submitter’s uses described in the PMN would adequately control the risk if implemented,
unless EPA has a clear basis for believing that they are unlikely to be implemented.

e It should stop requiring a section 5(e) consent order in situations where uses described in
the PMN do not create a substantial concern, but uses by others after the PMN substance
is added to the Inventory do create such a concern.

e It should meet with PMN submitters immediately after the focus meeting to discuss its
initial concerns and address options for resolving those concerns, options that may
include but would not be limited to a section 5(e) consent order.

e It should encourage PMN submitters to select the “binding option” for critical exposure
controls, then rely on that commitment without requiring a section 5(e) consent order. It
should provide a simple mechanism for approval of future changes to those controls if

needed.

It should resume issuing non-section 5(¢) SNURs.
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APPENDIX 1

ACC Member Experiences Under the New Chemicals Review Progsram Since Enactment

Requesting Information Beyond the Scope of the PMN

Company A received multiple onerous requests for more information that, in some cases,
appear to have minimal technical value. Some requests were for downstream information
that may be unavailable due to CBI protections.

For example, EPA requested information on the potential for the new substance to
contaminate wastewater effluent during processing and monitoring of these streams. It is
difficult to understand the rationale for this request based on following:

o The new substance is a solid material;

o The new substance is hydrophobic;

o Based on similar analogues, the new substance is expected to be immiscible in
water,

o Water is not used during the manufacturing process.

Company B received a request for downstream processing information of the PMN
substance. EPA has essentially requested completion of PMN pages 10/10A concerning
industrial sites controlled by others. Since this is a new chemical substance, the
downstream customer has not purchased the substance for commercial use and has not
fully developed and optimized its process; therefore, the data EPA is requesting does not
exist or is not attamable, and proprietary business concerns may limit the PMN
submitter’s access to such data. EPA does not appear to be considering that:

o The new substance is a chemical intermediate and is intended to be completely
consumed in downstream derivations and synthesis;

o Company B cannot provide data on downstream user’s processing efficiency to
consume all of new substance;

o Company B cannot provide data on downstream user’s processing waste streams
and clean-outs to ensure new substance is not in these effluent streams;

o These requests could greatly extend the lead time necessary for filing a PMN if
confidentiality agreements are required with downstream users to attain such
information.

Company C received a request for sales price data for EPA’s economic analysis. It is not
clear why this was requested, but it may be used to set a threshold volume calculation in
the section 5(e) consent order. It appears that EPA may be trying to determine volume
based on the cost of the studies it is requiring in a consent order. Company C has yet to
receive a request in writing from EPA and Company C has not supplied EPA with this
information to date.
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Policy Shifts without Notice

Company D submitted an LVE in which the precursors are imported and are PBTs. This
substance has a very small use in the U.S. and that use is very controlled. It is then
shipped out of the country. For years, Company D has been in this business and has
never had a problem with any similar LVEs. The previous LVEs had always been
approved. This is the first time in Company D’s experience that an LVE has been denied.
This is a huge problem for this chemistry. It has a short development cycle of 12-16
months, so it is almost impossible to meet the PMN requirements. The business line
impacted by EPA’s change in approach threatens a $10 million business that employs
45+ people. Company D is considering whether to move the business overseas.

PMNs Dropped Prior to Enactment Subject to New Review

Company E has a PMN that has been under review for more than 6 months. It was
dropped before enactment of the LCSA. After enactment, EPA re-reviewed the PMN
and said it has identified a high concentration of concern (COC) for ecotoxicity. Before
submission of its PMN, Company E engaged the Consortium for Environmental Risk
Management (CERM) — a Sustainable Futures Program (SFP) partner — to conduct a risk
assessment consistent with the a SFP’s screening tools. The results were included in the
PMN. EPA notified Company E that it received different results than those in the PMN,
i.e., a COC 100 times greater than that shown in the risk assessment results provided in
the PMN. The EPA ecotoxicity review group apparently decided without notice to
industry or EPA’s SFP partners that it will no longer accept nitrogen mitigation in
association with ecotoxicity assessments. Therefore, Company E wasted resources on the
risk assessment performed ahead of submitting the PMN. EPA is now requiring a 90-day
inhalation test with a 60-day hold before beginning the test (S-month waiting period).

Company F submitted a PMN to EPA before enactment of the LCSA, but EPA dropped
the PMN from further review before enactment. The business unit was set to launch and
had to pull back (wasting resources) because after enactment of the LCSA, EPA notified
Company F that its PMN review period had been reset (effectively, extended 90 days to
September 22). The PMN is now the subject of a section 5(e) consent order that is under
negotiation. EPA told Company F that it will be weeks before the draft consent order
arrives because EPA is backlogged drafting consent orders.

Company G submitted a PMN i April 2016. EPA dropped the PMN from further review
in April. Like other PMNs pending on the date of enactment, the review period was reset
on June 22. In late July, EPA contacted Company G to inform it that the PMN had been
scheduled for a Focus Group Meeting in early August. After the Focus Group Meeting,
the program manager informed Company G that the PMN substance was assessed as not
likely to present an unreasonable risk. In September, Company G received a call
inquiring about downstream customers and the potential for inhalable dust. Later in
September, Company G received an “URGENT NEED TO COMMUNICATE” message.
Company G was informed that the PMN went to another final Focus Group Meeting and
the “not likely to present an unreasonable risk” determination had been revised to an

2.
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“insufficient information” determination and that the PMN substance will be subject to a
section 5(¢) consent order, and that Company G must await the consent order letter to be
informed of the terms. Company G is still awaiting receipt of that letter.

Testing Requirements That Are Not Justified

Company H submitted a PMN prior to enactment of the LCSA. EPA dropped it from
further review prior to enactment. After enactment, EPA notified Company H that its
PMN review period had been reset as of June 22. EPA is now requiring an up-front test
that is not scientifically justified under the circumstances. The substance is water soluble
in a roller application — its intended use. EPA is demanding the testing based on the fact
that EPA cannot assess the inhalation potential from the roller. Company H does not
understand why EPA is concerned about inhalation because the chemical is not being
sprayed. The substance is not a VOC, and there is no analytical method to measure and
provide EPA with the data it seeks. Company H is moving to contingency plans until it
decides how to proceed in this new climate that is thwarting innovation.

Company I has a vendor that submitted an LVE for a material that Company H wants to
use (with the goal of protecting CBI), so Company H filed a proprietary use document
with EPA as a supporting document to the vendor’s LVE. Company I received three
calls from EPA’s engineer to have Company I explain what a “10% weight solids in a
pre-mixture tank” contained in the PMN means in reference to a particular application
that no one had identified as an intended application.

Company J has been notitied verbally that EPA intends to issue an “insufficient
information” finding for a PMN on an intermediate. Prior to enactment of the LCSA,
Company I discussed with EPA reviewers some potential ecotoxicity concerns that were
resolved and the PMN was going to be dropped. EPA recently informed Company J that
on re-review of the PMN, it had identified potential reproductive/developmental toxicity
risks. EPA will issue a section 5(e) consent order requiring a reproductive and
developmental study prior to manufacturing. In addition, EPA expects to add triggered
ecotoxicity testing to the consent order and that the conditions of the consent order are
subject to change as it goes through the approval process. Company J finds EPA’s initial
conclusions unexpected and unreasonable, for the following reasons:

o The reproductive and developmental hazards had not been raised during previous
risk assessment discussions; only the ecotoxicity concerns had been raised.
Company J understood that those concerns had been adequately addressed.

o The intended use of this substance is as an intermediate at Company J’s
manufacturing plants, where exposure and environmental releases are controlled.
EPA does not appear to be considering exposure controls (or a non-section 5(e)
SNUR to control uses) to mitigate potential risks in place of testing.

o The proposed testing requirements are onerous — including lengthy and expensive
studies prior to commencement of non-exempt manufacture.
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Multiple companies are reporting that EPA is frequently requiring 90-day inhalation
studies on PMN substances without any use-based justification, i.e., the product as used
is does not have potential inhalation exposure.

PPE No Longer Considered When Evaluating PMNs

Program managers have reported to ACC members that PPE can no longer be considered
to mitigate exposure and lower risk when there is potential for human health

hazards. The risk has to be determined assuming there is no PPE. Because of data gaps,
especially for chronic endpoints, this is often yielding the determination that EPA has
“insufficient information” to assess risk and it will require up-front testing. Program
managers have stated that this will impact significantly higher molecular weight
polymers, as frequently EPA lacks information on them.

Company K reported that EPA was about to issue a non-section 5(¢) SNUR with a
release to water trigger the day after enactment of the LCSA. EPA then re-evaluated the
PMN and revised its finding to find an ecotoxicity concern and make an “insufficient
information” determination regarding mutagenicity. The program manager mentioned
that, in the past, EPA would require PPE to mitigate the risk since the concentration was
low and exposure was low, but that the Agency has now changed its approach. Rather
than issue a SNUR and moving on, up-front mutagenicity testing will be required. This
chemical is very low volume and is used in UV curable inks, coatings, adhesives at a
maximum concentration of ~5%.

Strict Requirements on Polymers and Consent Orders on Polymers Meeting the Polymer
Exemption Criteria

Company L submitted a PMN for an acrylate polymer. EPA called to request a
suspension of the review period so that it can prepare an “insufficient information”
section 5(e) consent order that would prohibit releases to water. EPA would consider
removing that requirement if Company L completes testing, which has yet to be
determined. While the average molecular weight of the polymer is at the low end of the
Polymer Exemption criteria, it is surprising that EPA is interested in regulating it when it
likely meets the low-risk criteria of the Polymer Exemption.

Company M’s PMN on a polymer had its review period reset on June 22. EPA then
requested a suspension to complete a section 5(e) consent order. Company M requested
the Action Letter and was told it cannot be provided until finalized and signed. Company
M requested the engineering report, but it has not yet been received. The program
manager has informed Company M that the consent order will be very different from
anything it has seen in prior SNURs for this chemistry.

Company N has 16 PMNs (a number of which are polymers) and 2 LVEs in review. Of
these, one PMN has received a “not likely to present an unreasonable risk” determination.

The review periods for the other 15 PMNs and the 2 LVEs have been suspended. Seven
of these have pending section S(e) consent orders. The outcomes of the remaining 10 are

-4 .
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currently not known. Two of the PMNs had been submitted prior to enactment and had
been dropped prior to enactment, but are now subject to consent orders.

Company O expects a section 5(e) consent order on a polymer that meets the polymer
exemption criteria. Company O does not understand the explanation provided by EPA as
to what it is about the polymer that EPA is trying to control.

Company P has several examples of EPA trying to control the molecular weight of
prepolymers and polymers. While there may be some justification for this approach,
manufacturers need practical tlexibility. EPA should not force manufacturers to adhere
to exact values because the molecular weight may be reported in the PMN from lab
samples, but when a company scales up to a commercial run, the molecular weight can
change slightly.

Company Q filed a PMN in May on a polymer with a high molecular weight. The PMN
was dropped from further review before enactment of the LCSA. After enactment, EPA
reset the review period. This material is site-limited and completely consumed onsite.
EPA informed Company Q that it was concerned about inhalation issues/lung overload
and it wanted a 90-day inhalation test with a 60-day holding period (totaling 5 months).
Company Q explained that the material would never be respirable, which was reflected in
the shaking test in the PMN. EPA has nevertheless requested another 15-day review and
asked Company Q to send in more written material, which it is providing.

Philosophical Change in Approach

Multiple companies report a marked change in philosophy and approach at EPA.
Whereas EPA used to work more collaboratively with PMN submitters to work through
issues and concerns, since enactment of the LCSA, EPA is issuing unwarranted demands,
and requiring unjustified section 5(e) consent orders without adequately consulting with
PMN submitters. EPA is requiring information on potential conditions of use
downstream, requiring up-front testing for those uses, and requiring companies to provide
a compelling argument regarding its proposed use of the chemical to get approval. The
consent orders are requiring companies to commit to only the use identified in the PMN
and no releases to water.

Consistent Refusal to Issue Non-Section S(e) SNURs

Many companies report being told that EPA can no longer issue non-section 5(e) SNURs.

EPA representatives told the U.S.-Canada Regulatory Cooperation Council (RCC) in
September that non-section 5(e¢) SNURs “are not really a thing and never were . . . .”
When pressed on this point, EPA said they would double check and clarify. EPA sent
ACC an email citing the following Q&A from the FAQs and asked if this responded to
the inquiry:
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Q14. Does EPA still see a continuing role for non-section 5(e) significant new use
rules (SNUR) under the new law?

A: The Agency’s authority to issue SNURs derives from section 5(a)(2) — not
section 5(¢). Section 5(a)(2) was not changed under the recent amendments to
TSCA. The Agency fully expects to continue to exercise its SNUR authority, as
appropriate, in the context of both new and existing chemicals.

Unfortunately, this Q&A does not address this question.
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Message

From: Lynn L. Bergeson [Ibergeson@lawbc.com]
Sent: 4/16/2018 7:58:23 PM

To: Baptist, Erik [Baptist.Erik@epa.gov]

cC: Richard E. Engler, Ph.D. [rengler@lawbc.com]
Subject: Polymer issue

Attachments: 00238875.docx; Our Glove Discussion; TSCA NCC and Mandated OSHA Consultation for New Chemicals

Erik:
Good speaking with you. As promised, we append:

e Chronology of the “polymer” issue we discussed {unrelated to your inquiry, but pertinent to our “glove” issue)

e The glove information is the “Our Glove Discussion” attachment

e The “TSCA NCC “ attachment reflects the thoughts we shared with Jeff and OSHA pertinent to EPA OPP/OSHA
overlap concerns related to all of the above

Rich and | would be pleased to speak anytime if it helps resolve these resolvable issues.

LYNN L. BERGESON

MANAGING PARTNER

BERGESON & CAMPBELL PC

2000 Pennsylvania Avenne, NW, Suite 160W | W shington, VO eoog7
Tr20e-557-3801 | Freoe-g57-a836 | Mo 2o2-257-2872 ; lawhe.com

From: Lynn L. Bergeson

Sent: Friday, April 13, 2018 6:53 PM
To: Ryan Schmit

Cc: Richard E. Engler, Ph.D.
Subject: Polymer issue

Ryan,
A summary of this issue is attached.

Thanks

LYRN L. BERGESON
MANAG'E\IG PARTNER
}4 RGP O‘\I & L_A\/IPBP l l PC
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Polymer Issue Chronology
April 13, 2018

" In 2011, EPA was engaged in an OECD lead initiative, Clearing House on New
Chemicals (CHNC), to expand the list of polyesters qualifying as “polymers of low

concern.”
B CHNC included the EU, U.S., Canada, and Australia.
B The CHNC work group developed criteria to support a determination that a substance is

“equivalent” to a reactant that is listed on the list of “approved polyester reactants.”

" The work group agreed that phthalic anhydride and phthalic acid are “equivalent”
because the polymers formed are indistinguishable and, accordingly, a polymer produced
from phthalic anhydride could be eligible for the polymer exemption.

" Canada and Australia have already implemented this change in their respective regulatory
programs.

u The EU reportedly did not adopt the change, largely for political, not scientific, reasons.

B Based on a call we had with Greg Schweer last fall, we understand EPA’s efforts to
implement the change were delayed when resources shifted to TSCA implementation.

B Our client manufactures polymers and routinely relies on the polymer exemption.

" To qualify for the polymer exemption as a polyester, the polymer must be manufactured

solely from a list of acceptable reactants.

B One reactant our client uses is phthalic anhydride, which is not listed in the list of
acceptable reactants codified at 40 C.F.R. Section 723.250(e)(3) ((¢)(3) exemption).

B A closely related substance, phthalic acid (1,2-benzenedicarboxylic acid, CAS RN 88-99-
3), 1s listed.

B As noted, polymers manufactured from either phthalic acid or phthalic anhydride are
indistinguishable.  During the polymerization reaction, reaction between phthalic
anhydride and one or more di- or polyfunctional alcohol produces the same polymer as is
formed by the reaction between phthalic acid and the same alcohol(s). No anhydride
functionality remains.

" Our client submitted a consolidated set of two PMNs (P-17-0306 and P-17-0307). Both
are polyesters based on phthalic anhydride. One of the two (P-17-0307) is a polymer of
soybean oil, diethylene glycol, terephthalic acid, and phthalic anhydride. If the phthalic
anhydride were in the form of phthalic acid, this polymer would be eligible for the (e)(3)
polyester polymer exemption.

B In its review of P-17-0306 and 0307, EPA identified a potential hazard to workers from
low molecular weight polyesters and found that impervious gloves would protect workers
from any potential exposure. EPA proposed a non-order SNUR obligating workers
reasonably expected to be exposed to wear impervious gloves.

u Our client argued that these polyesters are only used in an industrial setting as
intermediates to other polymers, and impervious gloves are routinely worn by workers.
As such, our client argued that it is not reasonably foreseeable that workers would be

{01221.001 / 111 / 00238875.D0CX 9}
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Polymer Issue Chronology
April 13,2018
Page [ PAGE \* MERGEFORMAT ]

dermally exposed to low molecular weight polymers. EPA asked that our client obtain
glove data to prove workers wear gloves. To our knowledge, no such data, beyond what
we submitted to EPA, exist. (See attached e-mail).

" We believe that OPPT can maximize its investment in another PMN submission (P-17-
0307) and develop a review process for other polyesters in this class (i.e., those
manufactured using phthalic anhydride instead of phthalic acid, but are otherwise eligible
for the (e)(3) exemption). We proposed a process similar to the one suggested below:
Using one of the current PMNs as a template, urge the ad hoc group to
acknowledge that a polyester in this class is not likely to present unreasonable risk
under the reasonably foreseeable conditions of use based on the fact that it 1s
reasonably foreseeable that gloves will be used during manufacturing, processing,
or use of such polyesters.

> Direct the new chemicals review team that polymers that meet the (e}(3) criteria
but for the use of phthalic anhydride as a monomer will be sent on a short-cut to a
not likely determination (parallel to old CRSS drops). This would essentially
create a quasi-exemption -- notification is required, but substances that meet this
class of polymers are “not likely.”

> In this way, EPA clears a path for polymers that will be exempt when the (e)(3)
criteria are updated to proceed to commercialization. This also avoids a group of
polyesters that were drops under old TSCA, are currently being regulated with
SNURs, and will be exempt.

> Manufacturers who ended up with regulated polyesters during the window
between June 22, 2016, and the point at which the polymer exemption rulemaking
is complete (several years from now) will have products that are uniquely
disadvantaged simply because of the timing of their commercialization.

®  We have met with OPPT twice on the issue, last December and earlier this year, and, as
Jeff knows well, have had several calls on the issue.

Hope this helps.

Attachment

{01221.001 / 111 / 00238875.D0CX 9}
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Message

From: Lynn L. Bergeson [Ibergeson@lawbc.com]
Sent: 3/28/2018 11:50:33 PM

To: Morris, Jeff [Morris.Jeff@epa.gov]

cC: Richard E. Engler, Ph.D. [rengler@lawbc.com]
Subject: Our Glove Discussion

Hello Jeff:

This supplements our discussion during our meeting on February 21, 2018, during which you challenged us to find
support for the proposition that gloves are routinely used in the workplace in connection with protecting workers who might
otherwise be exposed to industrial chemicals. You asked us to find support for this view in response to our view that it is
not a reasonably foreseen condition of use that workers would not be wearing gloves in workplace settings that include
industrial chemicals.

We first conducted a literature search to identify any articles or surveys that might be useful. We found none.

Next, we reviewed OSHA, NIOSH, and ACGIH websites to see if any of these organizations reported on industrial glove
use and/or other data that may be useful. We found none.

Next, | spoke with both the President and the Director of Government Affairs (two separate people) of the American
Industrial Hygiene Association (AlHA) to see if AIHA kept records of any sort that may be responsive to your
request. AlHA reports that they do not maintain any data that would be pertinent or helpful.

Since | am on the Board of Directors of the Product Stewardship Society and its President-Elect,

https:./iwww. productstewards.org/Pages/default.aspx, | sent an e-mail to my fellow Board members. None was aware of
any such information, but suggested | speak with several “Deans” of the industrial hygiene industry. Specifically, we
spoke with:

¢ John R. Mulhausen, Ph.D. CIH -- retired 3M (former head of industrial hygiene) -- was unaware of any such
information.

¢ Robert (Bob) Phalen, Ph.D., CIH -- University of Houston, Clear Lake (current chair of the AIHA Protective
Clothing and Equipment Committee) -- was aware of no such information and expressed surprise that gloves
would be a requirement under TSCA because the hazard evaluation required under OSHA would result in
appropriate glove selection.

e Zack Mansdorf, Ph.D., CIH, CPS, QEP -- past President, AlHA -- was unaware of any such information and
expressed his view that gloves would be worn based on MSDS OSHA requirements.

We alsc reached out to several U.S. glove manufacturers (Ansell Protective Solutions, Northern Safety Co., Inc., and
Lakeland Industries, among others). All reported that data along the lines EPA seeks were not maintained by these
organizations largely because the type of glove manufactured and offered for sale was dependent entirely upon the
chemical at issue and the type of glove best suited to address exposure to it.

We alsc found helpful OSHA's own enforcement statistics, which find that non-compliance with the OSHA glove standard
is not among the top ten standards for which citations are issued:

The Top 10 for FY 2017* are:

Fall Protection; General Requirements (1926.501) - 6,072
Hazard Communication (1910.1200) - 4,176

Scaffolding (1926.451) — 3,288

Respiratory Protection (1910.134) - 3,097
Lockout/Tagout (1910.147) - 2,877

Ladders (1926.1053) — 2,241

Powered Industrial Trucks (1910.178) - 2,162

Machine Guarding (1910.212) - 1,933

ONO A WN
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9. Fall Protection — Training Requirements (1926.503) — 1,523
10. Electrical — Wiring Methods (1910.305) - 1,405

See http:/fwww . safetvandhealthmagazine.com/articles/16217 -fall-protection-leads-oshas-top-10-list-of-cited-violations.

In short, the data EPA seeks are not maintained by any organization, public or private, that we have identified. We
suspect it is because glove usage is routine, common place, and an essential element of any private sector OSHA
compliance program and/or sensible commitment to worker safety, not to mention a safeguard against private tort liability.
Furthermore, the type of gloves that would be used are so specific to each workplace that evaluations on whether the
correct gloves are used must be specific to the circumstances and would, therefore, not be amenable to a broad survey of
glove use.

We would like to discuss next steps with you at your earliest convenience.

Lynn

LYNN L. BERGESON

MANAGING PARTNER

BERGESON & CAMPBELL PC
@200 Pennsylvani < fashington, DO 20097
Tr 2035573 8y | lawhecom
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Message

From: Lynn L. Bergeson [Ibergeson@lawbc.com]

Sent: 12/14/2017 12:54:41 PM

To: Maureen Ruskin [ruskin.maureen@dol.gov]

cC: Kathleen M. Roberts [kroberts@bc-cm.com]

Subject: TSCA NCC and Mandated OSHA Consultation for New Chemicals

Attachments: 00225476.pdf; 00226510.pdf

Good Morning Maureen:

| hope you are well. | write this morning to share with you information pertinent to the U.S. Environmental Protection
Agency’s (EPA) implementation of amendments to the Toxic Substances Control Act (TSCA), as amended by the Frank
R. Lautenberg Chemical Safety for the 21st Century Act, related to EPA’s revisions to TSCA Section 5 (new chemicals).
We represent the TSCA New Chemicals Coalition (NCC), a coalition of over 20 company representatives, formed to work
collaboratively with EPA on Section 5 implementation issues.

Appended is a letter to Dr. Jeffery Morris, EPA, regarding the mandated EPA consultation process with the U.S.
Occupational Safety and Health Administration (OSHA) under TSCA Section 5(f)(5), (document number 226510). Also
appended is a written analysis, TSCA New Chemicals Coalition Position Statement Concerning the Consultation with
OSHA Required by New TSCA and EPA Adoption of Restrictions to Address Workplace Exposures, December 2017,
which is referenced in the Morris letter (document number 225476).

We would welcome an opportunity to visit with you, and/or pertinent others on your team, to discuss these matters. We
are also coordinating accordingly with the Small Business Administration.

Best wishes for a Happy Holiday season,

Lynn

LYNN L. BERGESON

MAMNAGING PARTNER

BERGESON & CA\;{PBELL PC

204 Pennsylvani enue, NJW, Suite 100W | Washington, DO, 20087
T zonensy-3801 : s awhe.com
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TSCA
NEW CHEMICALS
COALITION

TSCA New Chemicals Coalition” Position Statement Concerning the
Consultation with OSHA Required by New TSCA and EPA
Adoption of Restrictions to Address Workplace Exposures
December 2017

L ISSUES TO BE RESOLVED

The TSCA that was originally enacted in 1976 was comprehensively restructured
and revised in 2016 by the Frank R. Lautenberg Chemical Safety for the 21st Century Act (new
TSCA). New TSCA generally requires EPA to issue an order under Section 5(e) governing the
manufacture, processing, distribution, use, or disposal of a new chemical substance whenever
EPA makes a determination under Section 5(a)(3)(B). EPA is directed to “prohibit or limit the
manufacture, processing, distribution in commerce, use, or disposal of such substance ... to the
extent necessary to protect against an unreasonable risk of injury to health or the environment.”
As part of this determination, EPA must consider risks “to a potentially exposed or susceptible
subpopulation” that EPA deems relevant, which typically will include workers who are
occupationally exposed to the new substance during the manufacture, processing, or use of the
substance.

While EPA may issue an order under new TSCA Section 5(e) that contains
prohibitions or restrictions intended to address workplace exposure, new TSCA Section 5(f)(5)
requires that, prior to doing so, “[t]o the extent practicable, [EPA] shall consult with the
Assistant Secretary of Labor for Occupational Safety and Health....” This required consultation
with the U.S. Occupational Safety and Health Administration (OSHA) is vital as it both
acknowledges a role for EPA concerning workplace exposures and explicitly recognizes
OSHA’s primary responsibility for protecting worker safety and health. TSCA NCC believes
that the clear intent of the consultation provision is to require that EPA, before deciding to
implement separate TSCA action, will jointly evaluate the contemplated regulatory approach
with OSHA, thereby assuring that EPA adequately considers OSHA’s established regulatory
programs and avoids conflicts or confusion in addressing and mitigating worker exposure risks
to a new chemical substance. Section 5(f)(5) addresses the need for consultations “prior to
adopting any prohibition or other restriction” (emphasis added). Without such ongoing
consultations, TSCA NCC believes that EPA’s adoption of restrictions for a new chemical to

! The Toxic Substances Control Act (TSCA) New Chemicals Coalition (NCC) is a group
of representatives from over 20 companies that have come together to identify new
chemical notification issues under the new TSCA and to work collaboratively with the
U.S. Environmental Protection Agency (EPA) to address these issues.

{01508.001 / 111 /00225476.DOCX 14}

2200 Pennsylvania Avenue, N.W. Suite 100W | Washington, D.C. 20037 | T: 202-557-3801 | F: 202-557-3836
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TSCA

NEW CHEMICALS
) .. .. COALITION
TSCA New Chemical Coalition Position Statement
December 2017
Page 2

address workplace exposures that are also regulated by OSHA would inevitably increase the
potential for conflicts concerning -- or material differences in interpretation -- of these parallel
requirements.

The value of coordination was recognized in a 1981 Memorandum of
Understanding (MOU) between EPA’s Oftice of Prevention, Pesticides, and Toxic Substances
(OPPTS), a predecessor of the current EPA Office of Chemical Safety and Pollution Prevention
(OSCPP) (attached). The MOU included provisions relating to sharing of information and joint
participation in reviews and regulatory determinations on new chemicals presenting an
occupational concern as well as sharing of confidential business information (CBI).

Section 4(b)(1) of the Occupational Safety and Health (OSH) Act, which
addresses preemption of OSHA’s regulatory authority in certain instances, states: “Nothing in
this Act shall apply to working conditions of employees with respect to which other Federal
agencies ... exercise statutory authority to prescribe or enforce standards or regulations affecting
occupational safety or health.” An MOU entered into by EPA and OSHA on February 13, 1991,
affirms that OSHA retains principal “broad authority” to regulate workplace exposures to
chemicals, while “EPA responsibilities include the protection of public health and the
environment.” The comprehensive OSHA Field Operations Manual (FOM) (2016), in explicitly
addressing the effect of this preemption provision, observes that the only group of workers for
whom OSHA regulation is considered to be preempted by EPA authority are farmworkers and
pesticide applicators directly exposed to pesticides registered under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA), for which the worker protection measures in the EPA-
approved label instructions preempt OSHA. While changes in the regulatory landscape may
change the scope of preemption as well, as the FOM notes, how it is delineated can be a complex
determination. It would be inappropriate for EPA to presume that it has been afforded broad
authority under TSCA Section 5(e) to make independent regulatory decisions affecting areas that
have been in OSHA’s domain for decades.

TSCA NCC’s reading of the effect of Section 5(f)(5) does not suggest that
Congress, in amending TSCA, intended to supplant OSHA’s regulatory authority over workers
exposed to any chemical substance that is “new” for TSCA purposes. For this reason, it would
be prudent to minimize the likelihood that EPA’s regulatory activities affecting occupational
exposures to new chemicals may be construed to preempt OSHA’s authority to regulate
exposures of those same workers. TSCA NCC believes that a robust consultation process that
assures that EPA does not unnecessarily encroach on OSHA regulation should suffice to prevent
any unintended preemption. Furthermore, TSCA NCC believes that the existing 1991 MOU

{01508.001 / 111 /00225476.DOCX 14}
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